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Docket No. 

. $ 10.35 (2~~~ I), hereby submits this petition requesting that e CQ~issiuner of the 

~~.~~at~~~s (AN~As) that used, relied on, or were based on Jerome’s ~~~~de~t~a~ and 

As that use, rely on, or are based on Jerome’s 

~~f~r~at~~~ on F A’s websik without Jerome’s approval and without ~ut~fy~~g Jerome in 

the FDCA, 21 U.S.C. %j 33 I.(j); FDA’s regulations, 21 C.F.R. 5 314.430, and the Fe 

Trade Secrets Act, I.8 USC. $ It 905. Collectively, in the drug remarket aut~~r~zati~~ context, 

those laws assure ~ute~t~a~ drug plicants that the trade secrets and confidences they are 

~tf3, divulge to FDA will be held in strictest ~Q~~de~~~. Having violated 



her erosion of the NDA and ANDA mess by denying pre-~arl~et a~~ho~iza~~o~ 

have, or may in future make, use of Jerome’s secrets and ~o~~dences in their NDA 

A app~ica~io~s~ The F I disclosure of Jerome’s secrets and confidences 

as ~~de~~i~ed the N A process; public ~o~~de~~e in that process is ~~l~~e~y to be restored 

unless it can be s A will act pro tly and ~esp~~s~bly to ~~~~gate damages to the 

A’s malfeasance. Immediate grant of the requeste stay is that act of 

A. DECISION INVOLVED 

Jerome has ~a~~fac~~red orally-administered LS since 1990 (under 

‘~hy~ox,~~ from 1990 to 2000, and under the trade name ~~it~oid~ since 2~~~).~ In 1990, 

invested a secret formula for stabilizing ovally-administered LS. Only Jerome President 

teinlauf, Jerome Vice President Ronald Steinlauf, and Jerome’s scientist 

erated under a ~o~~de~tiality agreement) knew of the invention. Each held 

e i~ve~ti~~ in strictest confidence, closely gilding it, aware of its s~bst~tial e~o~o~i~ value 

to Jermne. ’ 

www.fda~g~v. A copy of the Notice (with all exhibits except 1,2,6, 7, and 8) is attached to this Petition as Exhibit 
A and is ~~~~~orated by reference herein. 
2 LS is taken daily by users to control tb~~~d diseases, including b~~~br~id~s~~ The American ~ss~~~a~jQ~ of 

~~rjn~logists ~st~~at~s that 13 milfion Al~~r~c~s have been diagnosed with thyroid disease. Fa&z 
About Thyroid Disease, ~~~://www.aae~.~o~/ p~b/t~m2~~2/fa~ts.php (last visited 3/5/02). Exhibit 6. One study 
on the prevalence of thyroid disease kdicates there may be an additional 13 milfion Arn~r~~~s or mire who are 

thyroid ~~~d~ti~~. Claris et al., “The Colorado Thyroid Disease Prevalence Study,” 
160:4 (Feb. 28,200O) cited in New Study Shows Twice as Many Americans Max 

, h~p~//www .riskworld,com/pressreE/200 ~~~~~~4~.~~ (last visited 
3/13/02) (aftached as ~x~~b~t ET>. 

reparing, ~~rn~~~~~~~g or processing of trade ~~rn~ud~ti~s and that can be said tcr be the end product of 
either ~~~~~a~~~~ or s~bsta~t~a~ effort. 21 C.F.R. 6 20.61. To qualify as a trade secret, there must be a direct 
r~~~t~~~sh~p bemeen the trade secret and the productive process. 21 CFR fj 20.6 l(a); see also Cu~s~~e~s Union v. 
veterans Admin., 301 F. Supp. 796, $01 (S.D. N.Y. 1969) (d~sti~g~~sh~~g between data relating to processes and 
rn~~h~ds which relate to private ~~~~vati~n and are protected from disclosure, and safety and efficacy data which are 
in the public interest to disclose), Data and j~~~r~at~~~ s~b~~~tted to FDA that meet the de~~~~~~~ of a trade secret 
are not avaikkle for p fit disclosure. 21 CFR 8 20.61(c); see also, Public Citizen He&b Research Group v. FDA, 
539 F. Supp. 1320, 1325 (D.D.C. 1982)(stating that once a document is determined to be a trade secret the document 
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ctober 19, 1999, Jerome filed an N A for ~nit~uidTM* Jerome was the first LS 

s trade secrets for the rna~ufa~t~r~ of safe, stable and effective LS, confident in Qw~edge 

era1 law re~~~r~d FDA to kee not divulge it to my 

e puMc or any Jerome ~um~etitor~ 

Prior to 1997 F A did not require orally-administered LS drugs to have an NDA. Orally 

administered LS has been available since the 1950s. In response to a number of adverse events 

king from manufacturers’ problems wit LS stability and potency, FDA issued a notice in 

that by August 14 2U~~4 all current ma~ufact~ers of LS had to have an ap 

. 62 F.R, 43535 (1997). Thus, when Jerome discovered a method of manufacturing a safe, 

oterrt version of LS and FDA issued its NDA requirement, Jerome could have 

e only approved manufacturer of an LS drug. Indeed, on August 21,2000, 

approved Jerome’ s Unit oid, that was the case. However, FDA unlawfully discussed Jerome’s 

~~~~de~t~a~ and trade secret man~~fac~ri~g i~f~rmatiun the following day on the wur~dwide web 

at 3 that ~~ssib~~ity.5 

A granted pre~rn~~et approval to Jerome, the company prepared feverishly to 

meet the need for st ilized and effective LS an to exploit its exclusive license to sell the only 

le effective dose of the drug. Xn the Fall of 2000 Jerome hired a~~rux~rnate~y 22 

(more than drubbing its st ; it also invested approximately 2 milk dollars in a large 

Exhibit A identifies Jerone’s confidential and trade secret ~f~~at~~~ that FDA disclosed on its 
website. That Exhi it is privileged and confidential; and is labeled as such. Pursuant to the Trade Secrets Act, j8 
UaS.C.A. 5 1905, the FDCA 21 U.S.C. $ 331(j), FDA’s regulations, 21 C.F.R. 6 314.430, and the Freedom of 
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excision of its manufacturing facility and in the acquisition of new eq~i~rne~t speci~~a~~y 

designed to ~ufactu~e ~~it~o~d to satisfy an anticipated substarhal. increase in demand. 

A~p~ox~rnate~y four months passed from ~~it~oid’s approval before Jerome first 

e trade secret disclosure on December 18,2000, On that day, Jerome’s counsel, 

eineson, immediately notified Roy Y Castle, Jr. in FDA’s Freedom of reformation 

ffice, Center for Drug evaluation and Research (CDER), sf the agency’s unlawful disclosure in 

v~o~at~o~ of 21 C.F.R. 9 3 14.430 and demanded that FDA without delay remove the co~~d~~t~a~ 

Exhi it 7 to exhibit A! T 

cali was furrowed the next day by a co~~de~tia~ letter from Scheineson to the same F 

ies to the Director of the Freedom of ~~forrnat~o~ Office Betty B. 

i-rector of ffice of New Drugs Dr. John K. Jenkins. The letter id~~ti~ed the s 

~on~dential and trade secret information disclosed and dem~d~d that the i~forrnat~o~ be 

remove ediatefy from FDA’s website. See id. 

On or about January 3,2001, approxi ately two weeks after S~~ei~~so~‘s December 19@’ 

letter, FDA still had not responded to Jerome’s dem~ds. Jerome’s manufacturing ~~forrnat~o~ 

romaine osted on the worldwide web at ~.fda.gov despite Jerome’s insistence that the 

secrets a co~~de~~es be removed. Jerome’s counse-l contacted MS+ Dorsey again by phone 

e ~o~~de~tial and trade secret ~~fo~atio~ be removed. On Jaguar 12, 

oved only some of the co~~de~tia~ and trade secret reformation from its site, 

other co~~d~~tial and trade secret information on the web. Ex 
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it A.? FDA removed the rn~ufa~t~~~g method and description of the rna~~fa~t~r~~g steps 

ut left secret ~orn~os~ti~~ data on the website. 

On binary 1.8,2001, Jerome’s Vice President Ronald Ste~~~a~f calle 

separately with Mr. Castle; Freedom of information Officer Carol Assouad; FDA Dearly 

i~e~to~ for Office Training and Cornm~l~icat~o~s and Temporary Acting Division Director for 

m of ~~fo~rnatio~ Jo Friel; and Assistant General Counsel Seth Ray derna~d~~g that 

eat iately act to remove the ~o~~de~t~a~ and trade secret info~rnat~o~ still 

age~~y~s website. ~~~~ed~b~y, FDA still faile to remove the secrets from the web. On January -I_ 

A finally removed the remainder of the ~nformatio~ from ~.fda.gov s ~~ibit 9 

it A, FDA caused Jerome’s co~~de~tia~ and trade secret rn~~fac~~*g ~~fo~at~o~ to 

e worldwide web on its web site for the extrao~di~ary eriod of five rnQ~ths, from 

August 22,2~~~ to January 23,2001, en ling all interested in enterin the LS market as well as 

Jer~me's ~orn~et~tors to learn everything necessary to duplicate or closely mimic what was 

thereto a closely guarded Jerome secret, the only cost effective i~ve~t~o~ for ~~s~~i~g a safe, 

le, and effective LS dose. 

‘s approval, FDA has proved one other LS drug, LevoxylTM on May 

25,2~~~, ~~a~~fact~red by Jones ~~arrna. In addition, currently pending before the F 

A for Abbott Laboratories’ LS product, Sy~t~oid~, the best-selling LS drug? Moreover, 

generic orally-administered LS drug manufacturers may seek AN A approval under 21 U.S.C. 5 

355 id did not receive “new product exclusivity” which would have blocked 

generics from enterin the market for a certain time perio . See Guidance for ~~d~st~y~ 



) (February 2001). Any granted NDA or ANDA to stabilize an LS drug couEd have used 

Jerome’s ~~n~dentia~ and trade secret manufa~turi~~g ~nf~rrnat~~n to obtain FDA approval and. 

en &~rnp~te with ~nit~~id in the LS rn~k~tp~a~~. Any pending or prospe&ive application for 

LS drug could make use of Jerome’s trade secrets and c~n~d~nt~a~ ~nf~~at~~n. 

~~~d~at~ graxxt of an adm~n~strat~v~ stay is 

suffers from FDA’s unlawful disclosure. 

B. ACTION ~~~~~T~~ 

Jerome requests that the FDA ind~~nat~~y stay its approval of As or ANDAs 

eretofore granted that used, relied on, or were based on Jerome’s ~~n~dentia~ and trade secret 

ma~ufa~t~~~ng information. Jerome further requests that F&IA stay the grant of any pending or 

A fur a LS drug that uses, relies on, or is based on Jerome’s trade secrets. 

er t&z filing of a petition for a stay of action nor action taken 

parser in mordancy with any other administrative pr~c~d~e in this art or in my other section 

of this chapter.. .wilX stay or otherwise delay any administrative action by the CQrnm~ssi~n~~, 

~~~~udi~g ~nfur~em~nt action of any kind, unless one of the f~~~~w~ng applies: (1) 

C~~~~ssi~~e~ determines that a stay or delay is in the public interest 

statute requires that the matter be stayed; (3) a court orders that the matter be stayed.” 21 C.F. 

fj ~Q~~~~d). . A n a d r~~n~strative stay is in the public interest to 

protections of the NDA process in ~~h~r~~~ of federal faw and to restore, as much as is now 

p~s~~~~e~ the status quo ante before FDA ~~awfu~~y disclosed Jerome’s secrets an 



* A STAY IS NECESSARY TO MITTGATE JER~M~‘S I~~~~ES FROM 
FDA’S UNLAWFUL ACTS 

the Federal Trade Secrets Act require that F A keep ~~n~d~~tia~ trade 

secrets that are s mitted In an NDA, Failure of agency employees to do so is a criminal act. 

Criminal acts by agency employees are also violations of the Administrative Procedures Act 

A) as agency action not in accordance wit the law, 5 U.S.C. $ Gus. FDA disefosed 

e’s c~~n~d~nt~a~ and trade secret LS rn~ufa~t~r~ng information in violation of the FDCA, 

e Trade Secrets Act, and the APA. A stay is necessary to mitigate Jerome’ injury from that 

~lawful disclosure. 

a. The Federal Trade Secrets Act 

e Trade Secrets Act events the gove~ent from disc~us~ng confidential ~~furmat~on 

in an official capacity. 18 USC. 8 1905. The Act in pe~iner~t part provides: 

eing an officer or employee oft e United States or of any dep 
agency thereof? .%- publishes, divulges, discloses, or makes ~~own in any m~er or to 

xtent not authorized by law any information coming to him in the course of his 
yment or official duties or by reason of any ex~ination ur investigation made by, 

or return, report or record made to or fifed with, such department or agency or officer or 
loyee thereof, which reformation concerns or relates to the trade secrets, processes, 

operations, style of work, or apparatus, or to the identity, ~o~dent~a~ statistical data, 
amount or source of any income, profits, losses, or expe~d~t~es of any person, firm, 

oration; or associat~un~ or permits any income return or copy thereof or 
any book containing any abstract or particulars thereof to be seen or ex~in~d by any 
person except as provided by law; shall be fined not more than $ 1,000, or ~mprisuned not 
more than one year, or both; and shall be removed from office or employment. 

USC, 5 1905. The Trade Secrets Act is a criminal statute, providing for sanctions against 

ut does not convey or imply a private right of action. Chrysler Carp. v. Brown, 441 

1 7 3 17 (1979); MegaPulse v. Lewis, 672 F.2d 959,966 (D.C. Cir. I. 982). ~eve~he~ess, 

Courts have he1 that “any disclosure that violates $ 1905 of the Trade Seer&s Act is “nut in 



accordance with law”” within the mewing of section I O(a) the Adminis~ative Procedure Act. Id. 

us, a violation of the Trade Secrets Act is reviewable as a viulation of the APA. Id. - 

lying 9 1905 federal courts looks at factors such as whether the disclosure would 

ly aid the agency in performing functions, er the disclosure would harm 

rodu~ers d the public generally, and whether alternatives to full isclosure could serve the 

ublic interest. -476 (M. Fla. 1978). 

is case not one of those factors weighs in FDA’s favor. The un orized disclosure of 

~erorn~‘s trade secrets does not ai FDA’s functioning; in fact, it harms FDA 

question the ~on~dential relations~~ upon which it depends for full disclosure of manufacturing 

recesses, and formulas in NDAs, disclosures that must. be made to evaluate dru 

sanity and efficacy. The disclosure as subst~tialIy and irreparably harmed Jerome and 

estion the integrity of FDA’s drug approval process. If le ~~itigated, the wrong 

may produce a s~gni~~a~t disincentive for companies to disclose trade secrets in future NDAs. 

A’s disclosure of ~erome’s con~dential and trade secret information violates the Trade 

Secrets Act and e APA and grant of the requested stay will best serve the public interest. 

b. The FDCA 

A”s d~se~~s~re of Jerome’s trade secrets also violates the FDCA, 21 U.S.C. 5 33 1(j), 

states, in pertinent part, that: 

The following acts are thereby prohibited.. .(j) The using by any erson to his o-wn adv~tage 
or revealing, other than to the Secretary or officers or employees fthe repayment, or to the 
courts when relevant in any judicial roceeding under this Act [21 USCS §$ 301 et seq.], any 
information acquired under authority of section . . . 50.5.. . [2 1 U.S,C.A. $ . -. 355.. .I, 
concerning any method or process which as a trade secret is entitled to protectiun~ . , 

1.). Section 505 is the new drug ap roval section of the FDCA. 21. U.S.C. 

e secrets concerning methods or processes in a NDA are entitled to protection and 
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e disclosed. 21 U.S.C. 5 331(j). Violation of $j 331 is a crime. 21. US.C.A. $ 333 

(a)~~)~~ Any person who violates a provision of section 301 [21 U.S.C. 6 33 I] shall be 

r~soned for not more than one year or fined not more than $ 1,000, or both.“). Li 

Sextets A& a private party cannot enforce the FDCA. Nevertheless, an agency’s violation of the 

CA is a violation of the APA as an act not in accordance with the law. 5 U.S.C.A. $ 

~~~(2)(A)~ Thus, F A has violated federal law by revealing ~on~dentia~ and trade secret 

reformation it obtained in an NDA application. 

2. A STAY FURTHERS THE PUBLXC INTEREST IN ASSURING THE 
~NT~~~TY QF THE NDA PROCESS 

The integrity of the NDA process is de endent upon FDA maintaining the con~dentia~ity 

of ~on~den~es and trade secrets submitted in NDA’s by applicants. The NDA requirements 

eavy burden on drug m~ufa~turers, req~~iring extensive development and scientific 

va~~dat~o~. 2 1 U.S .C, 355. An applic~t must reveal ~on~dentia~ information to the agency to 

A p~eNmarl~et drug approval. Webb, supra, at 102-X. 03* As the courts have recognized, 

If citizens fear uncontrolled disclosure of the trade secrets, tips, and other co~~dential 
ata the gover~ent asks them to provide, they wiil be less willing to cooperate in the 
over~ent’s efforts to collect the data . . . The Supreme Court recently suggested that the 

gover~ent has particularly extensive power to control the disciiosure of sensitive 
i~fo~at~on within its custody, and that the government may sanction its employees 
where ‘the mishandling of sensitive information leads to its dissem~natiun.’ 

7 889 F.2d 573 (5th Cir. 1989) citing ,491 US. 524, 

109 S.Ct. 2603,2609, 105 L.Ed.2d 443 (1989) (citation omitte 

e So~~~~tor General of the United States recently estimated total cost for rJDA 

roval of a drug not closely similar to an proved one, to be on average in, excess of $200 

V, Henry, Problems with Ph~maceutic~ Regulations in the United States, 14 

J.Leg. .Med. 6 17 (1993); J.A. Henderson, Jr. & A. Twerski, Drug Designs are Different, f 1 I 



Yale L.J. 15 1, 164-l 65 (2~~ 1). See Brief for petitioners in Thompson v. Western States Medical 

Centers et al., Case No. 01-344 at 26 (December 13,2001). The Solicitor General estimated the 

roval of a new drug that closely resembles an approved drug (like a generic 

drug approved un er ~1.~1 ANDA) to range from ~3~~,~~U to $5~~~~~~, citing Balaji, K., Generics: 

the ~~o~u~~ty Beckons (July 2001) harm.comiintelligencelfrostU I 

ee Brief for petitioners at 26-27. Thus, the e eme of a NDA is considerably and revelation rcrf -- 

trade secrets redounds~o competitors benefits in this process by removing cost barriers to market 

ervvise confront all prospective applicants. 

The United States Court of Appeals for the DC. Circuit has ex lained the grave 

economic dangers posed to drug m~ufa~ture~s by ~nla~~~ disclosure of their drug tr 

oreov~r, the integrity of the FDA’s drug approval process is sorely rent every time an agency 

of~~ia~ breaches is or her legal duty and divulges trade secrets to the ublic. So grave are the 

~onseque~ces’~owing from federal officer’s unlawful disclosure of trade secrets that the law 

provides ~~~rninal sanctions for them when found guilty of the offense. Our Court of Appeals 

anufa.~~rer uf a new drug must obtain a separately ap ved NDA. Thus, a 
cturer which has submitted an NDA has a competitive erest in seeing that the 

rmati~n contained in its NDA is not prematurely released to the public. If a 
~ufa~t~rer~ s competitor could obtain all the data in the m~ufac~rer’s NI?A, it Gould 

utilize them in its own NDA without injuring the time, labor, risk, and expense involved 
eveloping them independently. Premature disclosure of NDA data is further 

the existence of criminal sa~~ti~~s for FDA ufficials who se trade 
the submitter’s consent. These sanctions are contained. in the Food, 

Drug, and Cosmetic Act’ and the Trade Secrets Act? 

’ “21 U.S.C. $ 33 l(i) (Supp IV. 1980) The cited section makes it a crime for ‘any person to. ..reveal[‘. ..any 
inf~~ati~n acquired under authority of secticm.. . 355[the new drug provision, 21 U.S.C. Q 3.551 of this title 

y method or pr~eess which as a trade semet is entitled to protection.” Webb, sup-a, at 102- 103; 2 3. 
U.S.C.A. 6 33 l(j) (2001). 
‘* “18 U.S.C $ 1905 (Supp. XV 1980) The Trade Secrets Act covers all federal officers or employees and prohibits 
the d~scl~s~r~ of ‘any j~f~~~at~~~ wming ta him in the course of his ~~~~~yl~e~t.. . which ~~f~~ati~~ concerns or 
relates to the trade secrets. . . of any person.. . “’ Webb, sup-a, at 102- 103. ‘“The Trade Secrets Act, 1.8 U.S.C. Q 
1905, is a general criminaf statute that provides a penalty for any employee ofthe United States ~~ver~e~~ who 



b v, DEI~, 696 E.2d 101,102-103 (D.C.Cir. 1982). 

Aware of the serious consequences that would flow from not p~sbi~g those who 

ivulge trade secrets, this agency has never enied “‘that it has a statutory ~b~~gati~~ to 

*. I trade secrets.” Sero~o Labs. Inc. v. Sbalala, 35 F.Supp.2d 1, 2 ( .DC. 1999). The Serono 

Labs Court noted that 

In a field as c~~p~t~tiv~ an technical as the pha~~ace~ti~a~ ~~d~st~, SUCCESS or failure 
xvi11 turn in large measure n i~~vati~n and the members of the ~~d~st~y j~st~~ably 

their trade secrets as jealously as a miser hoards his gold. Before, however, that 
ation yields a profit, a g~v~~ent agency has the res~~~sib~~~ty to insure that the 

hus, concerned companies may have TV disgorge their trade secrets SO that 
fulfill its responsibilities. They would resist doing so with all their power 

emitted their competitors ~nstantaReous access t at. they had so ideally 
guarded from them. The obvious public interest in inducing rug C~mpaRies’ utmost 
~~~perat~~n with the government’s investigation of th I-EW dmg wwld suffer. It is 
tl~~~ef~re understandable that Congress has required the DA to guard the trade secrets to 
which it has been given access and to require it to return them to the ~~~p~y which 
g~~~~ated them. 21 USC. §33~~)(Su~p. 1998); 5 USC. §552(b)(4)(~~~6)(trade secrets 
exempt from Freedom of ~nf~~ati~~ Act); f 8 U.S.C. $ I. 905 (I 9~4)(~r~me for federal 
employee to disclose trade secrets). 

A’s pr~te~ti~~ of trade secrets subsided in a NDA is essential duty 

deltas to its ility to fulfifl its overall statutory mission in the evaluation an 

approval of drugs F; as failed to fulfill its duty of c~n~dent~a~ity y dis~l~siRg Jerome s 

trade secrets. A stay is necessary to protect the public interest in the integrity of the NDA 

rovaI. process. The requested stay will assure the public and aI1 pr~s~~~t~ve a~~l~c~ts that 

A will act promptly to mitigate harms to a party injure by its ~~~a~1 disclosure of trade 



A’s regulations state “the Commissioner shall grant a stay in any roceeding if a31 of 

the f~ll~wi~.g ap Ty: (1) the p~t~t~o~~r will otherwise suffer ~~eparab~e injury; (2) the 

etiti~~er’s case is not frivolous and is being pursued in good faith; (3) the petitioner has 

em~~strated sound public policy grounds s~ppo~~~g the stay; (4) the delay ~~su~t~~g from the 

stay is not outweighed y public health or other publie interests.” 21 C.F.R. $ 10.35(e). 

Jerome will suffer irreparable injury in the utter destruction of the value of its LS 

~~fact~r~~g process and fo~rnu~at~u~ if its competitors are p~rmi~ed to capitalize on FDA’s 

A approval of their NDAs or ANDAs for LS drugs that use, 

rely cm or ased on Jerome’s protected reformation. Jerome’s ~et~~io~ is not frivolous. The 

S drug market is one of the largest drug markets in the United States and Jerome’s e~o~orn~st 

as estimated Jerome’s injury due to FDA’s disclosure to be $1,345,3 16,242. 

Jerome is r~~~est~~g the stay in a good faith effort to rn~~~mize its injury due to F 

isclosure. Finally, Jerome is fully prepared to meet the deman for orally-adm~~~stere 

the stay will cause no delay or other risk to ublic health due to loss of market 

a~tbo~~ty to those who I-rave used (or seek to use) the trade secrets and confidences F 

1, ME WILL SUFFER IRREPARABLE XNJ‘URY WITHOUT A STAY 

FDA’s disclosure of Jerome’s co~~d~~tia~ and trade secret rn~~fac~r~~g ~~fo~at~o~ 

e ~~~parab~e harm. Courts have consistently held that the loss of a trade secret 

e measured in money damages and ~o~st~t~tes irreparable haxm. E.g. North Atlantic 

nts, Xnc., v, Haber, 188 F.3d 38,49 (2d Cir, 1999) citing FMC Corp. v. Taiwan Tainan 
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iant Hindus. Co., 730 F.2d 61,63 (2d Cir. 1984)” The nature of the exited States 

pha~ac~ut~ca~ market, requiring FDA”s pre-market approval of drugs, affords FDA an 

o~po~u~~ty to mitigate its damages ough grant of the requested stay.. Without that stay, 

Jerome will continue to suffer injuries flowing from FDA’s disclosure into the inde~n~te 

a ME’S PETITION IS NOT FRIVOLUUS AND IS IN GOOD FAITH 

A’s actions have been un~aw~~, indeed crim~n~. An administrative stay is an 

A to mitigate Jerome’s damages. Jerome’s request is not frivilous 

made in a good faith attempt to stem the Row of damages from FDA’s un~aw~~ d~sc~osure. The 

inistered LS drug market is one of the largest drug markets in the United States wit 

over $ 630 ~~i~~~o~ in sales er year, Exhibit 2 o ~~ibit A. I2 In Jerome’s Notice under the 

eraI Tort Claims Act, Jerome’s economist Dr. Paul Rubin has estimated Jerome’s injury due 

isclosure to be $1,?45,3 16,242 over the next ten years, See xhibit A at ~xh~b~t 5. 

e is ~~~~uest~ng an administrative stay in a good faith effort to mitigate its damages. 

3. PUBLIC POLICY ~EMAN~S A STAY AGAINST 
MAN~FA~T~R~N~ INF~~AT~~N 

As discussed above, the federal courts ave ~ep~at~d~y re~og~~~~d the s~bsta~tia~ public 

~~t~ct~~g the co~~dent~a~~ty of trade secrets and con~denc~s in NDAs. The courts 

can be imposed on public officials who breach that duty. Grant of the requested administrative 

stay ers those p lit interests. 

4, THE STAY WILL NUT SULT IN A DELAY OR OTHER RISK TO 
PUBLIC HEALTH 



Finally, Jerome is fully prepared to meet the demand for orally-administered LS 

and thus the requested stay will cause no delay in service to, or other risk to, public heal 

A was approved on August 2 1,2000, Jerome quickly and trained 22 

employees and spent a.pproximately $2 million in an extension of its m~uf~ctur~ng fa~~~~t~es and 

urchase of equipment for the m~ufacture of quantities 0fUn oid that wouId meet 

Jerome is thus ready, willing, and able to supply the entire United States LS 

market upon FDA’s institution of the stay. Jerome already has the facilities and equipment 

~e~essa~. Thus, there will be no delay or other risk to public health by instituting the requested 

stay. 
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c. CONCLUSION 

Jerome r~sp~~tfu~~y requests that the FDA ~ummissioner ~rnmed~ate~y and i~de~n~te~y 

stay (2) all grits of rug pre-m~ket authority (for NDAs or ANDAs) that used, relied on, or 

e’s ~on~dentia~ and trade secret manufacturing information far orally- 

administered LS and (2) alf pending and prospective NDAs and ANDAs that use, rely on, or are 

ased on Jerome’s ~o~dentia~ and trade secret m~ufa~t~ing ~nformatiQn fcrr orally- 

Sincerely, 

JEROME STEVENS 
~~A~A~E~T~~ALS, INC. 

Emord & Associates, 
5282 Lyngate Court 

urke, VA 22025 
Ph: (202) 466-6937 
Fax: (2~2) 466-6938 

ea G. Ferrenz 

ate Submitted: March 262002 
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Before the 
ARTMENT OF HEALTH AND CLEAN SERVICES 

Washington, D.C. 
Zn Re: Claims for Jerome Stevens 
P~a~~~~~~t~~a~s~ Inc. fw finandal redress 

er the Federal Tart CIaims Act, 
28 U,S.C. $2671 et seq. 

) 
f Docket No. 
) 
) 

NOTICE OF CLAIMS PURSUANT TO THE FEDERAL TORT CLAIMS ACT 

Jerome Stevens ~h~mac~uti~a~s, inc. (hereina~er “‘Jerome”), makers of the FDA- 

~~~~~ved drug ~~~t~oid TM, by counsel and pursuant to 28 U.S.C. $2672 et seq. and 45 C.F.R. 5 

35.1 et seq*, hereby notices the Claims Officer of the Department of hearth and Human Services 

S> of to~ious and ~~a~u~ actions by the Food and Drug Administration (FDA) for which 

Jerome seeks ~nan~ia~ redress under the federal Tort Claims Act.’ As explained below, FDA 

has misappropriated Jerome’s co~d~n~ia~ and trade secret m~ufa~tu~ng i~ormat~on and has 

~awf~~~y divulged that info~at~on to the pubtic. In addition to torts and statuto~ violations 

arising from those acts, FDA has violated Jerome’s Fifih Amendment due process rights? 

lished under the faws of New York in 1979 [as Jerome Stevens, Inc.), Jerome is 

family owned by the Steinfaufs. In 2990, Jerome invented a secret formula for stabilizing orally 

administered LS. Since X. 990 Jerome has m~ufa~tured orally-administered ~evothyrox~ne 

ium (,‘LS”) (under e trade name Thyrox TM from 1990 to 2000 and under the trade name 

aga~~~st FDA consistent with 28 U.S.C.A. 5 26’75; see also, e.g., Franz v. Mted States, 414 FSupp, 57 (A&. D&t. 
1976’r. 



Ste~~a~f~ md Jemme’s scientist W~~~~a~ Cardone (who has operated under a cun~dg~tiality 

a~ee~e~t) k-.new of the invention. Each hefd the invention in strictest confidence, closely 

it, aware of its s~bst~t~a~ economic value to Jerome. 

In 2997, FDA ordered all ~o~pa~~es then selling ovally-administered LS to su 

drug app~~~at~o~s for .~~e~~a~ket approval. F A stated that if such app~~cat~o~s were not 

girted by the agency on or before August f4,2000, the companies involved that neve 

~o~t~~~ed to market LS would be subject to adverse regulatory action. The FDA expiated that 

‘t acted based on ~omerns that LS roduets then on the market did not deliver a stable, effective 

ose and thus threatened the health of patients. Qrr October 19, 1999 Serome f&d its app~i~at~o~ 

for ~~e-~a~ket approval ~u~~de~t in the knowledge that the Food Drug and Cosmetic Act, 21 

3J1, FDA’s ~eg~~at~ons~ 21 C.F.R. 5 3 14.430, and the federal Trade Secrets Act, 18 

WLC. $ 1905, were among the federal laws that prohibited FDA from d~v~~g~~g its i~v~~tio~ to 

e public. Jerome also understood that at the time of its f&g no other ~o~~~y had dev~~o~~d 

a LS stab~~~~a~~o~ process or formula. 

On August 21, ~~~~, Jerome was the first ~o~~pa~y to receive FDA pre-market 

a~tho~~~at~o~ to market its stabilized form of LS, Jerome’s Unittioid. On August 22,2000, 

without notice to, and without the consent of, Jerome, the FDA p~b~i~~y disclosed the 

d trade secret ~~ufact~r~~g i~fo~at~u~ in Jerome% new drug approval 

. Qn that date FDA dragged the contents of Jerome’s ~u~~de~t~a~ and trade secret 

~~fur~at~o~ tu the public by posting those secrets on the worldwide web at 

~~f~~. Jerome discovered FDA’s action on 

repeatedly t~~rea~er~, Jerome urgently demanded that FDA delete 

trade secret ~~fo~~at~o~ from the world wide web, but FDA did not do so until January 23,2002, 
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fully Eve mouths after FDA first di~~ged the secrets on the web. The loss of its secrets has 

caused Jerome to 1ose tk economic value of its invention, ~~~~~d~~g s costs in g-q$tal 

i s and e~~~prn~~t and reasonably ~t~~~pated s~bsta~t~a~ increases in revenue from a 

rapid roU-out of the t&n extant only stabilized version of LS. In addition, FDA’s ~~~a~~ 

~~b~~~atio~ of Jerome’s ~o~~de~t~a~ and trade secret ~~fo~rnat~o~ (and its s~bse~~e~t capricious 

~eg~~ato~y ac&ions ~x~~a~~ed in detail below) have given Jerome’s cum &itors a psmaent 

nfair adv~tage (the o~po~~~~ty to exploit Jerome’s invention to Jerome’s economic 

disadvantage and to remain in the market with testable LS fur years after FDA’s initial August 

14,2000 deadline for new drug app~~~at~o~ approval). 

Je~ome’s rn~~fa~t~r~~g pmcess is co~~de~tial ~~fu~at~o~ and a trade secret p~ut~eted 

from disclosure by state and federa laws. The Supreme Court has long recognized the ~~t~~s~~ 

value of a trade secret and the harm its holders experience when the secrets are ~~~gf~~~y 

disclosed. See, e.g,, Nollan v- California Coastal ~ornrniss~o~, 483 U.S. 825 (1987); see also, 

Kaiser Aetna v. U.S., 444 U.S. 164 (1979). A trade secret is a property interest, ~~~~~d~~g the 

right to exclude others and rna~~ta~n the ~o~~d~~t~a~~ty of the secret, that gove~~~~t may not 

deprive co~stit~t~o~a~~y without the due process required by the Fifth e~dme~t. Moreover, 

CA, FDA’s ~eg~~atio~s, the federal Trade Secret Act, and federal ~r~rn~~a~ law require 

A to keep trade secrets ~u~~de~t~a~, ~roh~bit~~g F 

criminal suctions from di~~~g~~g tk~~! secrets to the public, 21 U.S.C.A. 5 331(j); 21 C.F.R. 6 

2); 5 U.S.C. 8 ~~2(b)(4); and 18 ‘U.S.C,A.. $ WM. 

TThe federal gove~~e~t and private defendants are held to the same standard of tort 

~~ab~~~ty~ but the gover~e~t is statutorily relieved of the duty to pay Poe-judgment interest and 
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punitive d~ages.4 In the first instance, before it seeks jud~c~~ relief, a tort claimant must 

demand that the government rovide the relief to WI-I& it is entitled due to the gover~e~t’s 

tortious activity. If the gove~~e~t fails to provide redress, the claimant may then proceed to 

e timely, the action must be led to the agency no later t two years after the tort 

it is based aaxues.6 A FTCA claim accrues when the injured party knows both the 

. existence and the cause of injury. Peterson v. U.S., 694 F.2d 943 (3rd Cir. 1982). The present 

claim arose on December 18,2000 when Jerome discovexe ent’ s ~~b~icatio~ of the 

e wur~dwide web at vvww.fda.gov. This notice is thus timely filed. Xf the 

gave ent denies Jerome’s claim, or six rno~t~s pass from the date of Jerome’s notice 

s~brn~ss~o~ without the grant of the relief requested herein, Jerome shall file a ~orn~~a~~t seeking 

redress in federal court, 28 U.S.C.A. $2675. 

XX. S~~~A~Y OF THE FACTS 

lets have been prescribed by ~bys~~~~s since the 1950”s for the treatment of 

thyroid diseases ~~c~~di~g pot~yroidism.7y ’ e American Association of Cl~~~a~ 

~~docr~~o~og~sts estimates that 13 million Americans have been diagnosed with thyroid disease. 

4 ““The Whited States shall be liable, respecting the ~~ov~s~o~s of this title debating to tort claims, in the same bier 
and to the same extent as a private ~~d~v~d~a~ under like c~rc~~sta~ces, but shafi not be liable for interest prior ti 

hive damages.” 28 U.S.C,A. 8 2674 @Xl~). 
f.8 be j~sti~uted upsn a claim against the United States for money damages for injury or Ioss of 

*. xaused by the negfigent or wr0ngfi.d act or omissian of any employee of the ~ove~~~~~t white acting 
e scope of his office or ~~~~oy~e~t~ unless the claimant shall have first presented the claim to the 

a~~~o~r~at~ FederaX agency and his claim shall ‘have been finaffy denied by the agency in ~~t~~g and sent by 
~~~~~~d or registered maiI.” 21 U.S.C.A. 8j 2675(a) (2001). 
’ ““A tort claim against the United States shall be forever bamed unless it is presented in writing to the a~~ro~~~ate 
Federal agency ~~t~~~ twu years after such cfaim accrues or unless action is begun withiri six months after the date 
~f~~ailj~g, by ~~~~~~d or registered nail, of notice of final denial of the claim by the agency to which it was 
resected.” 28 ‘U.S.C.A. 9 240 I. 
~yp~thyr~idis~ uceurs when the thyroid gland fails to produce sufficient ~o~o~es~ 

defect or ~y~o~d~t~s, goiter, or surgical removal of&e thyroid gland. 
It may be caused by a birth 

Symptoms ~~c~ud~ fatigue, extreme se~s~t~v~ty 
tu cold, dry skin, lethergy, and weight gain, & FDA Taik Paper, “FDA Approves First NDA for ~~vot~y~ox~~e 
S~diu~~’ TOQ-3tj largest 22,2~~~~~ Exh. 4. 
’ ~ev~thyr~x~e is a synthetic derivative of thyroxine and has a “narrow therapeutic index,” ~ea~~~g a patient’s 
dosage leveIs must be ~~d~v~d~a~~y set through a process of trial. and error, Overdosiag or underdosing cm cause 
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A study on the p~eva~e~~e of thyroid disease indurates there may be an additional 13 ~~~~i~~ 

Americans or more are unaware that they have a thyroid cond~t~~~. Can~is et al., ““The 

yroid Disease Prevalence Study,” Archives of Internal Medicine, 16014 (Feb. 28, 

2~~~) cited in New Study Shows Twice as Many Americam May Suffer from undiagnosed 

~ Disease, http://wwvu.riskworld.com/pressreli200O/PROQaO49.htm (last visited 3/13/02) 

The m;uket for LS is expected to grow 13% a year. Exhibit 5 at I.. LS is not patented and is 

available from many vendors, ~~~~~d~ng Jerome, Synth.roid@ is the trade name of the first orally 

~ev~thyr~xine product. ltn re: Synt~u~d ~~k~~~~g L~t~gat~o~, 264 F.3d 712 (2~~~). 

reviously owned by KnoXI Laboratories but sold in 2001 to Abbott Laboratories, 

depilates the LS ma&et, representing more thm two-thirds of LS sales. See, id; IMS Health, 

(2002) (Abashed as 

tidbit 2)? or the calendar year 2000, Synt~~~d~ was the third most f~e~~~~t~y prescribed 

dreg in the U.S. with more than 43 ~i~~i~n rescriptions. IMS Health, US Top 10 Products 

Rmked on Total Dispensed P~es~r~pti~~s, IMS HEALTH. (2~~2) (Attached as exhibit 3f.” -I___ 

n August ‘14, 1.997, FDA announced in the Federal Register that, despite a long h&my 

g products were “new drugs” an &at ~anufa~~rers who wished to continue 

marketing the would have to submit NDAs for agency approval, 62 FR 43 53 5 (here~~a~~~ 

“X99-7 ~~ti~e~~). The notice stated that “no currently marketed orally ad~~~~st~~~d levo 

s~d~~~ p~~d~~t has beers shown to demonstrate consistent potency and stability and, thus, no 

crzrren’r.ly marketed orally administered levothyroxine sodium product is generally recognized as 
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n April 26,2000, FDA did not aIter its p~b~i~ he&h j~st~~~at~~~ for ~mmed~ate 

~~rn~~~a~~~ with the NDA requirements but nevertheless changed its August 14,2~~~ dead~~ne. 

FDA had req~ir~d of LS NDAs by August 14,2~~~ but its April 26,ZOOU order created 

ust I4,2001 deadline that required only the filing of an LS NDA by that date. 65 FR 

244~~ (emphasis added). FDA did not explain huw the gross extension of time comported with 

its dem~d for pr~rn~t I-+-DA filing and approval of stable LS drugs, said to be necessary to 

~~~t~~t patriots from the serious adverse effects that can flow from unstable LS dosing. 

On August 2 7.,2~~~~ FDA approved Jerome’s NDA for Unithroi TM, the first LS drug 

approved by the FDA under the new requirements. Exhibit 4 at 1. The FDA announced: “With 

roval of the NDA for ~~~t~u~d~ patients and physicians now have available to them an 

ora1 ~~v~tbyr~x~n~ sodium drug product that has been d~terrn~~~d to be safe and effective by the 
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A and that also meets FDA standards for rn~ufa~~ring processes, purity, poterzy and 

ility.” Id. As explained more fully in the attached affidavit of economist Paul Ru 

market value of Jero e’s then exclusive pre-market auth~r~zat~~n was substantial, squaring 

approximately $63~,~~~,0~~ in reasonable anticipated gross annual U.S. sales. See ~xbib~t 5 at 

2. 

On August 22,2~~~, the day after the approval, FDA posted UM the worldwide web (on 

its websit~ ~~.fda~ gov wnst to Jerome and without JerOme’s approval, Jerome’s 

~~n~dent~a~ and trade secret manufacturing i rmation fur ~~ithroid. 12513 By dragging 

Jerome’s ~~n~d~nt~a~ and trade secret manufacturing ~nfo~ati~n to the world on the agency’s 

web site, FDA enabled all readers fanGliar with pha~ac~ut~cal manufacturing (and, ira 

~~~u~~, all of Jerome’s LS ~~mpet~t~rs~4) to discern precisely how to create a safe, stable LS 

dose at ‘low COST, an invention that no one in the industry had achieved despite over fifty years of 

After FDA grar~ted pre-market appruva~ to Jerome, the comply repaed f~ver~~~~y to 

meet the need for stabilized and effective LS and ta exploit its exclusive license to sell. the only 

stable effective dose of the drug. In the Fall of 2~~~ Jerome hired approximately 22 people 



ling its stafo; it also invested app~~ximatg~y $2 rn~~~~u~ in a large expansion of 

~~~t~~~d to satisfy an anticipated substantial increase in demand. 

On November 17,20QO, Jerome filed a Citizen’s Petition with FDA re~~~sti~g that FDA 

nclt ~~t~~d the N A f%ng deadline for ma~~fa~t~ers of orally administered LS &ug ~~~d~&ts. 

it 11. In its Petiti~,n Jerome assured FDA that it was ready, willing, and able to satisfy 

market domed for sta~i~~~ed LS. Id, at 1. 

four months passed from ~~~t~~id~s approval before Jerome first 

iscovered the FDA’s dis~~~s~e of Jerome’s ~~~~de~~~s and trade secrets. n the day of 

discovery, ~~cernb~r 18,2000, Jerome% counsel, Mark Scfieineson, immediately ~ut~~~d Roy 

V. Castle, Jr. in FDA’s Freedom af ~~f~~matiu~ Office, Center fur Dru ~va~~ati~~ and 

agency’s ~~~a~~ disclosure in v~Q~ati~~ of 25. C.F.R. $j 3 14.430 and demanded 

from FDA’s website. Exhibit 7.’ 6 The call was followed the next day 

from Scb~i~~s~~ to the same FDA official, wits copies to the Director of the Freedum of 

On or about January 3,2001, a~~r~x~mate~y two weeks a&z S~h~i~~s~~‘s December Wth 

letter, FDA still had not ~es~u~d~d to Jerome’s d~m~ds. Je~~~~e~s c~~~de~ces and trade secrets 

posted on the worldwide web at ~.fda.g~v despite Jerome’s i~s~st~~c~ that they be 



removed without delay. Jerome’s counsel contacted Ms. Dorsey again by phone and dem~d~d 

that the ~~~~d~~ces trade secrets be removed. On January 12,2~~ 1 FDA then removed only 

some of the trade secrets from its site, inexplicably leaving others. exhibit 8. FDA removed the 

ng method and descriptive of the m~~fact~ri~g steps but left secret ~~rn~~siti~~ 

data off the website, 

On Jenny 18,200 I, Jerome’s Vice President Ronald Steinlauf called and spoke 

s~~arat~~y with Mr. Castle; Freedom of I~f~rmati~~ Officer Carol Assouad; FDA Deputy 

irector for Office Training a;nd ~~rnm~~icati~~s and Temporary Acting Division Director for 

Freedom of I~f~rmati~~ John Friel; and Assist~t General Counsel Seth Ray dem~di~g that 

ately act to remove the c~~~de~tial and trade secret ma~~fact~ri~g i~f~~ati~~ still 

osted on the agency’s website. Incredibly, FDA still failed to remove the secrets from the web. 

On January 23,200 1, FDA finally removed the remainder of the trade secrets from 

I Exhibit 9, 

FDA caused Jerome’s c~~~de~tial and trade secret m~~fa~t~ring i~furmati~~ to remain 

on the worldwide web for the extra~rdi~~ period of five months, from August 22,ZOOO to 

Jade 23 5 200 1 3 enabling all interested in entering the LS market as well as Jerome’s 

~~m~etit~rs to learn ev~~thi~g necessary to d~~~i~at~ or closely mimic what was prior thereto 

the only cost effective i~ve~ti~~ for ensuring a safe, stable, and effective LS dose. 

On Jaunty I9,2001, Jerome sent Jane A. Ax&ad, F 

g ~val~ati~~ and Research, a letter requesting a meeting to address FDA’s 

tentative d~~is~u~ to extend its August 14,200l deadline. Exhibit 12. Jerome wished to 

disG~ss the fact that it was then prepared to meet the entire U.S. p~~~lati~~‘s demands for I/-S 

and that no extension was necessary. FDA would not meet with Jerome. 
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~ues~i~~s and Answers.” 66 F.R. 13935 (~ereina~er ‘“Mar& ~uida~ce’~). The March guidance 

states that ~nit~~id did not receive “New Product ~x~lusivity”~7 because LS had been 

previously approved as an active ingredient in two NDAs’ ’ artd that ,m new clinical 

investigations were necessary for ~nit~~id~ s proval. See Mach Guidance at 4 

On July 13,2001, I;DA released its “Guidance for Industry: Lev~t~yr~xine Sodium 

Products ~~f~r~e~e~t of August 14,200 1 Compliance Date and Submission of New 

A~p~i~ati~~s~’ (~~rei~a~er ‘“July ~uid~ce~‘). 66 F.R. 36794. In the July ~uid~c~, FDA 

Quaked its decisions ‘“to continue to exercise its enforcement dis~~eti~~ 

gradual Pease-but of u~a~p~~ved products.” l[d. at 3. It a&lined a proposed dist~i~uti~~ phase 

down for tlmse ~~u~~tu~e~s that had an NDA pending at FDA on August 14,200l. Id. The 

proposed phase dmm ends on August 14,2003 when aff distributors of oral LS with applications 

podding must cease a1.f distributive. Id. at 4. Once again, despite granting an ~x~a~~dinary three 

year delay beyo the original August 14,200O date (w&h was, after all, a deadXine far 

a~~ieve~e~t of graizt of pre-market authorization not simply NDA ~~i~g)~ the FDA affu~d~d m 

necessary or suf~cient exp~a~at~~~ of how the years of delay compotied with the immediate 

p~~~i~ health need to ensure patients stable, safe, and effective LS. 

n July l&2001, Jerome’s ~ice-Pr~~ide~t 

the July 13 Guidance. Assistant General Counsel Chris Rogers was present in Ms. Ax&ad’s 

a~i~ipated in the calf. During the call Mr. St~i~~aufrais~d tie subject of FDA’s 



website. Axelrad ad~~~t~d that the disclosure “was a mistake.” 

F~~~Qwi~g the July 2001 Guidance, Abbott Laboratories, the ~a~~fa~t~er of Sy~t~~~d~ 

seized the j~~t~ative md flooded the retail market with mass quantities of its ahen ~stab~~ LS 

product. aving lost de facto market exclusivity due to FDA’s ~~b~i~at~~n of its sec*rets and 

FDA’s ~xt~~s~~~ ~fc~~~~i~ce deadlines, Jerome laid off alf 22 people that it had hired in 

the next few months Jerome and its artnes, Watson Laboratories, destroyed dr~s of ~~~t~~~d 

ecember IS, 1.997, Syn oid’ s ~~~fact~er (then ofl Lab~rat~r~~s~ s~b~~tt~d a 

P~t~tiQ~ for GRASE Status for Sy~t~~~d rather than a NDA. See Exh. 50. Knolf’s 

retied an Synt~~~d’s history as the bestuse~l~~g orally administered LS drug. Id -.2 

ril26,2~~~, FDA rejected Knoll’s Citizen’s Petitiun stating that Sy~t~~~d~s 

otmcy failures . . . ~~di~at~s that Sy~t~~id has not been ~e~~ab~y potent and stable.” 

Exh, 10 at 7. Noting that Sy~t~u~d~s formula “has been changed rmmerous times 

To be generally recognized as safe md effective, there must e some consistent dmg 
roduct for experts to recognize. fn the case, of Synt~~~d, there is no such ~~nsis~e~t 

~rud~~ct because the c~~~us~tiu~ af Synt~~~d has been changed repeatedly. 

practices; ~~~s~~~~s had reported nunemus adverse reactions that FDA believed steeped from 



crid.‘s i~sta~il~t~; Synt~~~d Eats had been recaIled onerous times due to potemy 

s; and the ~~ufactur~r had failed to investigate properly or to “conduct adequate 

dies” for its f~~~~a~i~n changes. Id. at 6. 

Despite FDA’s rejection of Sy~throid’s ~~titiou for GRAS/E status and the agency’s 

ings of s~g~~~~a~t safety and potency risks with the product, FDA issued its July 200 1. 

iscussed above, to permit Sy~t~Q~d to e sold across the United States over the 

fullQw~g year irr ark. unstable dose form, wit~~ut an approved NDA. T e ~g~n~y gave no 

~x~~a~at~~~ for how tie gratu~t~us year long extension served the agency’s id~nti~ed i~tg~est in 

e market of harmful, unst 

On August 1) 200 1, Abbott La~~rat~r~es su~~~~ed a NDA for Sy~~~~d~. That 

ing as of the date of this Notice. 

Levoxyf. 

n July 28,2~~~, Jones Phama submitted an NDA for LevoxylTM, another orally 

ruduct (P4D 21-301). On May 25,2001, Levoxyl’s NDA was approved. On 

J~u~y 7,2002, more than seven quotas after the drug’s’ approval, Levoxyl’s NOA review 

students were posted o,n the FDA website. F A redacted c~~~de~~es a;nd trade secrets from 

Levoxyl’s NDA a~~~~~a~~~~ and gritted Levoxyl’s ~~ufa~~r~ng processes, FDA did not 

d~s~~~s~ Jones ~~a~a9s trade secrets. 

e NDA requirements place a heavy hu~de~ orz. drug 

d~ve~~~~~n~ md sc~e~t~~c val~dat~~n~ 2 1 U.S.C+ $ 355. The Solicitor General of the United 

States recently estimated the total cost for NDA approval of a drug nut closely s~~i~a~ to ars 

ap~~~v~d r>ne, to be on average in excess of $200 ~i~~i~n, citing V, Hem, Problems with 
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Pha~a~~uti~al regulations in the exited States, 14 f.Leg. Med. 617 (1993); 3.A. 

& A-D. Twerski, Drug Designs are Different, f I 1 Yale L. J. 15 1) f 64- 165 (200 I). 

Petitioners in Thompson v. Western States ~ed~~a~ Center, et al., Case Ho. M-344 at 26 

(December I?, 200 I). The Solicitor General estimated the cost for N approval of a new drug 

that closely resemb’tes an approved drug (like a generic drug approved under an ANDA) ta range 

<h-ttp://~.inpharm.comlintelige~celfrost0r 070 I .html>. See Brief for Petitioners at 26-27, 

Tfrus, the expense of a NDA is ~o~s~de~ab~e and revelation of trade secrets redounds to a 

~~~petitor’s benefit in this process by removing cost baniers to ~~ket entry that otherwise 

~~~fro~t all prospective applicants. 

The United States Comt of Appeals for the DC. Cirmit has explained tike grave 

gem posed to drug ~~~fac~r~rs by unlawful disclosure of their drug trade secrets. 

~o~~over~ the integrity of the FDA’s drug app~ova~ process is sorely rent every time a FDA 

of~c~a~ breaches his or her legal duty and d~v~~ges trade secrets to t:he So grave are the 

~o~se~ue~c~s from a FDA officer’s ~~a~~ disclosure of trade secrets that the law provides 

Every ~~~fa~t~r~r uf a new drug must obtain a separately approved NDA. Thus? a dmg 
~~~f~~t~rer which has submitted an NDA has a competitive interest in seeing that the 
information contained in its NDA is not prematurely released to the public. If a 
~a~~fa~t~rer’s competitor could obtain all the data in the ~~~fact~~r’s NDA, it could 
utilize them in its own NDA w~tl~o~t i~~~~~g the time, labor, risk, and expense involved 
in developing them ~~depe~d~~t~y. Premature disclosure of NDA data is further 
d~s~o~~aged by the existence of criminal sanctiuns for FDA officials who release trade 
secrets without the submitter’s consent. These sanctions are contained in botfr the Food, 
Drug, and Cosmetic Act” and the Trade Semets Act2* 
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I-IS, 696 F.2d XQ1,1Q24.03 (DC.Cir, 1982). 

Aware of the serious consequences that would occur if those who divulge trade secrets go 

~~~~~~she~~ the FDA has never denied ‘“that it has a statxtory obligation to protect . . . trade 

semefs.” Serono Labs, Inc;. v. ShaIala, 35 F.Sqq.2d I, 2 (D.D.C. 1999). The Serono Labs Court 

Ixz a field as c~~~~titive and tee cal as the pb~~ace~ti~al i~d~st~, success or failure 
will turn in large measure on 

their trade secrets as jealously as a miser hoards efme, however, that 
ation yields a profit, a gove~~e~t agency has tb to insure that the 

g is safe.. .Thus, concerned companies have to disgorge their trade secrets so that 
agency cm. fulfill its ~~s~o~sibilities. y would resist doing so with all their power 

if doing so permitted their co~~etitu~s i~st~t~eo~s access to what they had so ideally 
guarded from them. The obvious public interest in inducing the drug companies’ utrmost 
~~~~~ratio~ with the g~ver~e~t’s investigation of the new drug would suffer. It is 
therefore ~ders~~dable that Congress has required the FDA to guard the trade secrets to 
which it has been given access and to require it to returrr them to the company which 
generated theti, 21 USC. §33~~)(S~~p. 1998); 5 U.S.C. §~~2(b)(4)(1996)(trad~ secrets 

from Freedom uf Information Act; 18 U.S.C. $ 1905 (1~~4)(~ri~e for federal 
employer to disclose trade secrets). 8 

@ at 2. Tlms, the FDA’s protection of trade semets submitted in a NDA is an essential duty 

~~da~e~tal to its ability to fulfill its drug evaluation and 

Tb~~~gh carelessness, recklessness, or deliberate wrongful ~isco~d~~t, FDA has 

succeeded in divulging Jerome’s trade semets to the world (thereby ~er~i~i~g Jerome’s 

~~~petit~rs to develop competitive strategies to ~o~~tera~t the secrets economic value). An 

e~o~o~i~ ass~ss~~~t by ecunomist Dr. Paul Rubin places the market value lost at 

relates ta the trade secrets. . . of any person.. . ” Webb, sup-a, at 102-103. ‘“The Trade Secrets Act, 18 U.S.C. $ 1905, 
is a general criminal statute that provides a penalty fur any employee of the United States Government who 
discloses, in a ~a~~~~ nut a~tb~~~zed by Iaw, any tra&-secret information that is revealed to him during the ~omse 
of his uf~c~a~ duties.” Rwkelshaus v. Mcmsanto Co., 467 U.S. 986, 1008 (1984). 
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~,34~~?~~,242,~~, Exhibit 5. It is quite possi le that Jerome will bse its current f 2% LS 

market share as other ~u~petiturs re osition themselves to negate the market ~dv~t~~~s of 

e’s trade secrets. The trade secrets FDA divulged and FDA’s subse~~~~t repeat exte~~siom 

s~b~iss~o~ of grantable LS NDAs have enabled Jerome’s competitors to 

e oppo~~~ty to capitalize rapidly on its inventiun which, before FDA’s p~b~i~atio~~ 

ade Jerome the only company in the field that had satisfied the new federal standard in the 

h&sap riation of a trade secret, under New York law2’, requires a p~a~~t~ff to show 

that (1) a trade secret existed; (2) the secret was ~o~~~~~cated in confidence by p~a~~t~ff to 

; (3) d~f~~da~t used the secret in breach of at confidence; (4) and the defendant’s use 

was to the p~a~~tif~s d~t~~~e~t. Heyman v.. A-R. Winarick, Inc., 325 .2d 584 (2d Cir. 1963); 

sublime Products, Inc. v. Gerber Products Inc., 579 FSupp. 248 (SDNY 1984). 

rup~~eta~y ~~~fa~t~ri~g process for U~it~oid is a trade secret, Jerome 

communicated that trade secret in conEi nce to FDA in U~~t~o~d’s NDA (as it was legally 

to do, c~n~dent in the ~~~ow~~dge that FDA had an unequivocal legally duty to kee 

‘s trade secrets cu~~d~~tia~)~ Without n&ice to, or permission from, Jerome and against 

Je~o~e’s demands after discovering the faw violation, FDA divulged 

~~fo~~at~o~ to the world on www.fda.gov, The disclosure of Jerome’s trade secrets has enabled 

Jerome’s ~u~p.et~to~s to use Jerome’s trade secrets for their own c~~~et~t~~e advantage, a 

change in economic einmzstances adverse to Jerome that would not ave occurred but for 

A’s ~~awf~~ disclosure of those trade secrets. 

*I Serome is Iocated in New York and the tortbus injury was felt in New York. Ths, New York law applies, See -2 
-es & Co, v, Shama Restauranz, 566 A.2d 31,40 (DC 1989). 



A trade secret is “any formula, pattern, device, or compilation of ~~fo~at~~~ which is 

used in one’s business, and which gives him an o~~o~~ty to obtain an advantage over 

~~~petit~rs who do rmt know or use it,” Restatement of Torts 5 757(b) (I 93P).22 Jerome’s 

ing processes for ~~~oidTM are a valuable plan and process for making, ~repari~g~ 

~o~essi~g the drug oid. As such, those processes are protectable as trade secrets. As 

stated A in its 1997 Guidance, the LS industry has been plagued y an inability to 

~a~~faGt~re a safe, stable, and potent orally administered LS drug since the 1950’s. Indeed, 

at time, ~a~~fa~~r~rs have been struggling to find a cost effective way TV achieve a safe, 

stable, potent LS drug to no avail. Jerome expended considerable time, effort and expense to 

develop its stabilization process and has consistently held that trade secret in strictest confideme, 

~~g~~~a~t of its great market potential for the company. Prior to FDA’s ~~law~l disclosure (and 

ay) Jerume has assiduously avoided disclosure of the trade secrets to third parties (wit 

the ~x~ept~~~ of the FDA in Jerome’s NDA). Jerome’s cnvners entered into a ~o~~d~~tia~ity 

agreement with the only other person that knows the secret process, Jemme’s scientist William 

~~do~~, forbidding disclosure of the semets. The trade secrets were (until FDA’s pust~~g of 

them on the web) own in the industry and could not have been discovered t~~~~~ reverse- 

of the final product. 

Jerome reasonably expected that FDA would abide by federal. aw, 21 C.F.R. Q 314.430; 

the FDCA, 21 U.SC. $ 331(j); and the Federal Trade Secrets Act, 18 U.S.C, Q 1905, by bo~d~~~ 
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Jerom~‘s trade secrets in strictest confidence and not divulging them to any member of the 

ublic, When a party gains a trade secret from another in a ~o~~de~tial re~atio~s~p the receiving 

duciary duty not to use the trade secret to the s~p~~y~~g party’s detriment* Weyman 

v. A. e Wi~~~~~~ Inc., 325 F.2d 584, 591 (2d Cir. 1963) citing Fra&e v. Wiltschek, 209 F.26 

493,495 (26 Cir. ~9~3)(c~tat~u~s omitted), FDA requires that trade secrets related to the 

rudu~ti~n of a new rug be divulged to the agency. The legal necessity for trade secret 

mission creates an. ~~d~~~ab~e confidential relationship between the FDA and the a~p~ic~t. 

2 I U.S .C. 5 3 5 5 (b)( 1 )(D) (Application must contain “a full des~r~pt~o~ of the methods used in, 

and the fa~~~~ties and controls used for, the m~~fact~re, processing, d packing of such dug”). 

FDCA prohibits the disclosure of trade secrets obtained by the agency during the course of 

its review c>f a NDA, rn~~~g the release of sue secrets a ~rirn~~al offense. 21 U.S.C.A. $ 

A’s regulations likewise prohibit the disclosure of trade secrets, ~~~l~di~g 

rna~~fa~t~r~~g methods, that are a part of a NDA: 

(g) The following data and information in an application or abbreviated a~p~i~atio~ are 
not available for public disclosure unless they have been previously disclosed to the 
~~~~1~~ as set forth in $20.8 f of this chapter or they relate to a reduce or ingredient that 
has been abandoned and they do not represent a trade secret ~o~~de~tial commercid 
or financial ir~fo~at~o~ under 5 20.61 of this chapter: 

(1) rna~~fa~t~r~ng methods or recesses, i~c~~d~~g quality control procedures. 

3 l4.~3~(g). FDA is thus under a clear legal duty to protect the ~o~~de~~~ of trade 

arted to the agency during its NDA review process. 21 U.S.G.A. 6 331(j) and 21 

The day after approving ~~it~o~d~s NDA, FDA posted Jerome’s trade secrets on the 

world wide web at www.fda.gov without serving Jerome advance notice or obtaining Jerome’s 

17 



consent fox that action. Federal courts have repeatedly held that “‘posting works to the Internet 

es them ‘generally known’ at least to the relevant people interested in [that webpage or 

Y 908 F.Supp. 1362, 1368 (E.D.Va. 1995) 

citing Religious Tectmoloa Center v. ~et~orn On-Line Communication Services, Inc., 907 

Sump. 1361 (‘P&D.Cal. f. 995). ‘“Once a trade secret is posted o the ~~te~et, it is effectively 

part of the public d~~~ai~, i ossible to retrieve,” Lerma, supra, The person who originally 

osted the trade secret on the Internet is liable for trade secret misappropriation, Id. 

emanded that FDA remove Jerome’s trade secrets from the inte 

FDA-having already reached its legal duty--did not act immediately to delete the ~~b~~cati~~. 

Inste A refused to remove the information, against Jerome’s protests, for an entire month 

(that after it had already left the information on its website for four prior mouths). Jerome placed 

~~rneru~s pl-wne Ca Is and sent repeated letters to FDA before the agency finally removed all of 

Jerome’s trade secrets, a full five months after FDA’s original ~~~a~1 publication on 

~.fda, gov. 

4, ‘5 ~~S~L~S~~ OF ~ER~ME~S TRADE SECmT EWES ~R~~7S 
c ETXTORS THE MAN~FA~T~~N~ PROCESS FUR A SAFE, STABLE, 

AND POTENT LS DRUG 

Jerome’s ~orn~et~t~rs can use Jerome’s trade secrets to their ~co~orn~c advantage. T 

secrets enable them to obtain FDA’s approval of their NDAs and AN As for levothyroxi~e 

sod~~rn products by ~e~l~~ati~g the trade secrets, or closely mirnic~~i~g Jerome’s process, in their 

A’s dis~~os~~e of Jerome’s trade secrets has thus not only denied Jerome 

e s~bst~tial economic benefit of its invention but it has also denied Jerome a period of de 

facto exclusivity in the market where it could have capitalized on the invention to seize a fa 
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greater market share than the comp~ative~y small share it MOW has. Jerome’s loss of market 

ue to FDA’s misappropriation has cost Jerome an estimated $1,345,3 16,242. 

FDA has no sound defense for its misappropriation of Jerome’s trade secrets. The 

posting was not a “discretionary act.“23 FDA’s duty to hold ~o~~de~tial all trade secrets 

a NDA is unequivocal and m~datory from the moment it receives the NDA and 

e tberea~er. 21 U.S.C.A. 8 331(j); See also 21 C.F.R. 8 314.430. FDA employees ae 

respired, an pain of criminal sanctiom, to keep all trade secrets co~~de~t~a~. Id. FDA’s 

of Jerome’s trade secrets was thus a clear tortious misappropriation for which the United States 

er the Federal Tort Claims Act. 

A BT23EACIIED ITS CONFIDENTIAL ~~ATI~N~~IP WITII $EROME 

FDA’s disclosure of Jerome’s ~o~~de~tial and trade secret rna~~fa~t~ri~g information 

the ~o~~de~tial relationship between the agency and Jerome. The ~ornrno~ law breach 

of ~o~~de~~e theory is essentially e same as m~sapp~upr~atio~ of a trade secret, except that the 

eory requires only that the information not be generally known, a broader 

t than trade secret. EL du Punt de Nemows Poweder Co. v. ~asl~d, 244 U.S. 100, 102 

reme Court rejected trade secret protection for plaintiff but stated that the breach of 

co~~de~~e issue remained for the Court to consider). 

“‘A ~o~~de~tial or fiduciary relationship exists between parties “where the parties do not 

deal on equal terms and one trust and relies on the other.‘” McGhan v. Ebersol, 60 

277,285 (S.D.N.Y. 1985) citing Sachs v. Cluett, Peabody & Co., 265 A.D. 497,39 N.Y.S.2d 

853, 856 (lst Dept.) afpd 291 N.Y. 7’72, 53 N.E.2d 241 (1944). The nature of the relationship 

19 



ee of trust) is the key element to a breach of confidence claim. “Actionable claims for 

breach of ~on~dential and fiduciary relationships are centered on breac of an a~r~e~e~~ 

m-ties, or breach of trust they place in each other because of the nature of their 

relationship.” Walker v, Time Life Films, Inc., 615 FSupp. 430,440 (S.D.N.Y. 1985) citing 

S~i~~~ v. Weinstein~ 57% F.Supp. 1297, 1302 (S.D.N.Y.), aff’d mem. 738 F.2d 419 (26 Cir, 

X984). 

ixussed above, FDA’s NDA recess requires that an applicant enter into a 

p with the agency. An applicant must reveal con~dential information to 

e agency to obtain FDA pre-market drug approval. s Webb, ra, at 102-l 03. As the courts 

Xf citizens fear uncontrolled disclosure of the trade secrets, tips, and other ~on~dential 
data the government asks them to provide, they will be less willing to cooperate in 
gov~r~ent~ s efforts to collect the data . . . The Supreme Court recently suggested that the 
gover~ent has p~icularly extensive power to control the disclosure of sensitive 
information within its custody, and that the gover~ent may sanction its employees 
where ‘the mishandling of sensitive information leads to its dissemination.’ 

US. v. Wallingto~, 89 F.2d 573 (5th Cir. 1889) citing The Florida Star v. .J.F., 491 U.S. 524, 

109 S.Ct. 2603,2~~~, 105 L.Ed.2d 443 (1989) (citation omitted). 

A applicants are not un equal terms. FDA’s will as the force of law behind 

solute barrier to market entry unless an NDA applicant supplies FDA with 

information the agency requires for grant of the a~~li~atiu~. T at required information includes 

e drug’s m~ufa~ture~ stabiliw, safety, and efficacy. 21 U.S.C.A. 6 355. As an 

A a~~~ica~t~ Jerome was required to reveal confidences to the agency. Id. Jerome reasonably 

A’s duty to keep its ~on~de~tia~ and trade secret m~ufa~turing info~ation from 

f;he public and reasonably entrusted FDA with ~l~llment of that legal duty. FDA breached that 

trust, violated the law, abused its discretion, and abused its con~dential relationship with Jerome 



A posted Jerome’s confidential and trade secret m~~fact~ri~g ~~fo~atio~ on the 

V, FDA TOOK JEROME”S ~R~~~RTY GHTS WITHOUT 
DUE PROCESS OF LAW 

The Fifth Amendment states that no person “may be deprived of fife, liberty, or ~rop~~y 

e process of law.” U.S. Const. amend V. The ~onst~t~tio~ requires that due process 

before ark individual is deprived of ~rope~y. Eli Lilly and Company v. 

~~v~ro~en~a~ ~ro~e~t~o~ Agency, 615 F. Supp. 81 I., 8 19 (S.D.Kn. 19~~)(emph~sis added). The 

Due Process Clause involves a substantive and a procedural compone 

‘US, 327,334 (1986). Procedural due process requires %otice and an o~~o~~~~ to be 

heard before the gove~~~~ deprives [an individual] of property,” United States v. James 

Daniel Good Real Propea et al., 510 U.S. 43,48 (1993) (emphasis a 

process bars certain arbitrary government actions, “regardless of the fairness of the proced.ures 

used to ~rn~~erne~t them.” Datiels, supra at 334. FDA has violated Jerome’s substantive md 

procedural. due process rights, ~bitrari~y depriving Jerome of its trade secret exclusivity, a 

~~d~e~ta~ pronely right, without any advance notice or oppo~~~ity to be heard. 

A, FDA FALLED TO NOTIFY SEROME IN ADVANCE AND GIVE IT AN 
~~~URT~~~TY TO OBJECT BEFOm POSTKNG ITS PROPERTY ON 

THE XNTEIRNET 

“~o~s~derat~o~ of what procedures due 

~i~~~rns~~~es must begin with a determ~nat~o~ of the precise natare of the gover~e~t f~~Gtio~ 

as well as of the private interest that has been affected by gover~~~t action.” 

~~eter~a (5% Resta~r~t Workers v. McElroy, 367 U.S. 886, 895 (1963). At a mi~im~m, 

~~oced~ra~ due process requires “‘adequate notice and an o~po~~~ty to be heard at a rne~~~g~l 
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Jerome’s trade secret is a core property interest protected by procedural due process. s 

e. I g Zotos ~nte~at~o~~a~, Inc. v. Kennedy, 460 F. S .268 (DC. 1978). By dimlging Jerome’s 

trade secrets to the world on FDA’s website, the agency deprived Jerome of its prope~y interest 

out any advance notice or oppo~unity to be heard. The Supreme Court has stated, 

the right to exclude others is generally ‘one of the most essential sticks in the bundle of 
rights that are ~o~on~y referred to as property.” respect to a trade secret, the 
right to exclude others is central to the very definition of the prope~y interest, Qnce the 
data that constitutes a trade secret is disclosed to others, or others are allowed to use that 
data, the holder of the trade secret has lost his property interest in the data. 

R~~ke~sha~s v. Monsanto Co., supra, at 101 f -1022 citing Kaiser Aetna, supra, at 176. 

Jerome’s trade secrets were of significant value in an industry of more than $630 million 

in US, sales per year. See Exhibit 5 at 2. Jerome’s trade secret value was due in no small. 

measure to the immediate market exclusivity Jerome would have experienced had FDA kept 

Jerom~‘s trade secrets ~on~dentia~. FDA had erected a formid le market barrier to entry and 

remaining in the market. Xt did so by forbidding drug companies from entering the 

~evothyroxine sodium market without an NDA or AMDA and requiring compares that were 

already in that market to submit NDAs by August 200 1 e ublished Jerome’s trade 

secrets on the Worl Wide Web, it subst~tia~~y reduced, if not ~ornp~ete~y e~~rninated~ the 

e~onomi~ value of Jerome’s trade secret. It id so without Jerome’s ~~rmiss~o~, as well as 

without any notice to Jerome or uppu~u~ity for Jerome to be heard. 

In Eli Lilly & Co. v. EPA, cited $~~~ff, the p~a~ntiff sued EPA for issuing and mainta~ing 

the regi~trat~~ns of ~e~a~n pesticide products of a competing company in Lilly’s market. In 

~ss~~ng and ma~ntain~ng the ~ompet~tor~s reg~strations~ EPA considered various heath, safety, 

and ef~~a~y data su mitted by Eli Lilly- Lilly was nbt compensated for this information by EPA 

or the ~ompet~ng ~omp~y. The court found that EPA’s use of Lilly’s data for a competitor’s 
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out the ~ompany’s permission constituted a deprivation of Eli Lilly’s prope~y 

rights ~itbout due process of law under the Fifih Amendment. As in Lilly, FDA’s ~ub~~~atiu~ of 

Jerome’s trade secrets violated 2 f USC $ 33 I($” and the company’s procedural due process 

KightS. 

* ~R~M~~S S~~STA~T~V~ DUE PROCESS RIGHTS WERE VIOLATED 
BY FDA’S ACTXONS 

Subst~tive due process bars certain gove~ent actions regar less of the fairness of the 

ro~edures used to implement those actions, See, e.g., Daniels, supra, at 337, To establish a 

st~~~ve due process claim, a ~~a~nt~ff must prove that the gover~~nt’s action was clearly 

itrary and seasonable, having no substantial relation to the public e&h, safety, morals, or 

general welfare. See Village of Euclid v. Ambler Realty Co., 272 U.S, 365, 395 (1.926). 

A ~ne~~~i~ably and u~easonably posted Jerome’s trade secrets on the Internet and did not 

em for nearly five months, it violated the company’s substantive due process rights. 

““A property interest that falls within the ambit of substantrve due process may not be 

en away by the state for reasons that are ‘arbitrary, irrational? or tainted by improper 

rno~~ve., .or by means of gover~e~t conduct so egregious that it “shocks the ~ons~~ence.“~ 

Nicholas v. ~e~~~ania State University, 227 F.3d 133, 239 (3d Cir. 2~~~). A 

qua~i~es for substantive due process protection depends if it is ~~~ndarnen~~~ under the 

~o~st~t~t~on. See, Regents of University of ~i~hig~ v. Ewing, 474 U.S. 214,229 (I 985) 

(Puwel~, J. ~onc~ring)). Trade secrets qualify as a fundamental right, as “groperty interests in 

trade secrets have been recognized for over a century by English and American courts of eq~~~.‘~ 

Zotus ~nte~a~~onal Y. Kennedy, 460 F. Supp 268,272 (DC. 1978). Trade secrets 

been recognized as a property interest within the sea e of&g Due ProGgss Clause ofthe Fifih 
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“a ~da~~~ta~ pr~pe~y interest dating back to the fmmdation of the American coEonies” 

(N Q~ar v- -- ibert, 63 F. Supp. 2d 559,557 ( .D, Pa. 1999), ~~te~~ect~a~ prop&y ownership 

dates back just as far and should be accorded the same protection. See copyright Act of t790, I 

Stat. 124 (repealed 1533 I). 

Jermne lost its ~~d~e~ta~ pmperty interest, its trade secret exclusivity, as a resub af 

riciolxs g~v~r~e~t action. This vi~~at~~~ occurred when FDA posted Jerume’s trade secrets 

for U~t~~~d~~ 01-h its website, ~.fda.c~~~ on August 22,2000, the day a 

A was approved. That action was arbitrary, irrational, and s 

See, ~~c~~~as~ 227 F.3d at 1.39, Jane Axelrad, the Associate Director far PcrXicy for CDER, 
L 

admitted that the posting was ‘“a mistake,” That ‘“mistake” ocmrred in the process of a New 

ere FDA has an absolute startle and fiduciary duty to guard 

a~ace~t~ca~ trade secrets. That ““mistake” also sacrificed Jerome”s right to its ~~te~~ect~a~ 

erty and imposes a lost opportunity cost upm the company in excess sf $1.3 billion. 

~~cio~s~y~ e~~tra~ tc, its statutory duties, and without my rational relatian to the public good 

or general weWax, see Village of Euclid, 2’72 U.S. at 395 t In doing so, it deprived Jemme of its . 

rights in its trade secret without due process of law. As such, FDA 

deprived Jerome of the su~st~t~ve due process p~~tect~Q~ that was Jerome’s due. 

A* FDA ACTED NOT IN ACCORI)ANCE WITH THE LAW 

Agency action that is contrary to law violates the APA, 5 U.S.C.A. $ 7~~(2)(A). The 

federal Caurts have found that when FDA discfoses a trade secret (the very action that the trade 
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secret sta~t~ry revisions protect against), the agency acts ar~itr~ily, capriciously and 

~~~as~~ably; it,alscr acts contrary TV law under 5 U.S.C. $ 7~6(2)(A). Serono Labs, s~pra, at 3. 

The Trade Secrets Act prevents the g~ver~~~t from disclosing ~~~~d~~tial ~~~rrnati~n 

~~~~iv~d in official capacity. 18 USC. 5 1905. The Act in p~~~n~~t part provides: 

ever, being m officer or ~rn~l~y~e of the United States or of zmy 
cy thereof, . . . publishes, divulges, discloses, or makes known in 
extent rrot authMzed by law any infurmati~n coming to him in the course of his 
loyment or official duties or by reason of any examinatiun or investigative made by, 

or return, report or record made to or filed with, such department or agency or officer or 
~rn~I~ye~ thereof, which inf~~atiu~ concerns or relates to the trade secrets, prac;esses, 
~~~rati~~s, style of work, or a~~ara~s, or to the identity, ~~~~de~tial statistical data, 
blent or source of any income, profits, losses, or expenditures of any person, firm, 
~a~~ershi~~ ~~~~rati~~~ or association; Or permits any income return or copy thereof or 
my book c~~~:a~i~g any abstract or particulars thereof to be seen or exmined by any 
erson except as provided by law; sha be fined not more than $ I,~~~, or imprisoned not 
ore than one year, or both; and shall e removed fram office or employment. 

1905. The Trade Secrets Act is a criminal statute, pr~vidi~g sanctions against 

vi~~at~rs, but does not convey or imply a private right of action. 

U.S. 281,3 17 (5.979); MegaPufse v, Lewis, 672 F.2d 959,966 -6. Cir. 1982). Nevert 

Courts have held that “any disclosure that violates 8 1905 of the Trade Secrets Act is ‘not in 

a~c~rda~~~ with law”‘” within the meaning of section 1 O(a) the Administrative Procedure Act. I 

Thus, a violative oftbe Trade Secrets Act is reviewable as a violation of the APA. I - 

plying 5 1905 the Court looks at factors such as whether disclosure wg&d 

signi~cantly aid the agency in performing actions, whet 

~r~d~c~rs and the ublic generally, and whether a~te~atives to full dis~lus~re could serve the 

public interest. Factors Hospital of Sarasoata, Inc. v. Califalo, 455 F. Supp. 476 (MS Fla. 1978). 

In this case none of the factors weigh in FDA’s favor. The ~na~th~ri~~d d~sclQs~e af Jerome’s 

e secrets does not aid FDA’s ~c~~~~i~g; in fact, it harms FDA 

c~~~de~tial relationship upon which FDA depe 
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pr~c~d~es, processes, and formulas in NDAs, disc;losures it must have to evaluate drszg safety 

and ef~~a~y~ The disclosure has s~bsta~t~al~y an irreparably harmed Jerome and has called into 

~~est~~~ the ~~~egr~~y of FDA’s dmrg approval process. If lefi uncompensated and ~~pu~~sbed, 

the wrung may produce a s~g~i~~~a~t disi~~e~t~ve for cumpanics to disclose trade secrets in 

future XDAs, ~u~tr~y to the public interest in the efficient p~uv~si~~ of safe and effective drugs 

to tie market. 

FDA’s d~s~l~s~~~ of Jerome’s trade secrets also violates the F CA, 21 U.S.C. 5 331(j), 

which states, in ~~~~~~~t part, that: 

The f~~l~wi~g acts are thereby prohibited.. -(j) The using any person to his own advantage 
or revealing, other than to the Secretary or officers or employees of the Depa~rne~t~ or ta the 
courts when relevant in any judicial proceeding under this Act [21 USCS $5 30 1 et seq. 
~~f~~rnati~~ acquired under authority of section . . . * 505 s . . [2 I U. S.C.A. § *. -3 55.. ,I, 
~~~~~~~~~g any method or process which as a trade secret is entitled to pr~te~ti~~; 

Id. (2~~~)~ Vi~~ati~~ of $33 I. is a crime. 21 U.S.C.A. $ 333 (a)( I)(“’ Any person who vitiates a 

rovisian of sectiion 301. I[21 U.S.C. $ 331 shall be imprisoned for not more than one year or 

aced not more than $ I ,000, or both.“). Like the Trade Secrets Act a private party cannot enforce 

the FDCA. ~eve~~~less, an agency’s violatiun of the FDCA is a v~~~ati~~ of the APA as an act 

not in accordance with the law. 

FDA defines a trade secret” as any c~mmerc~a~~y valuable plan, formula, process, or 

device that is used for the making, preparing, c~rn~~~~di~g or processing of trade ~~~~d~ti~s 

be said to be the end ~rQdu~t of either innovation or s~bst~t~a~ effort. 21 C.F,R. $ 
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2c).6%. To qualify as a trade secret, there must be a direct re~ati~~s~~~ between the trade secret 

recess. 21 CFR $j 20.61(a); see also Consumers Union v. Veterans Admin., 

301 F, Supp. 796,801 (S.D. NY: 1969) (disti~~g~ish~~g between data relating to processes and 

relate to private ~~~vati~~ and are protected from disclosure, and safety and 

efficacy data which are in the public interest to disclose). Data and ~~f~~rnat~o~ s~bmi~ed to 

A that meet the de~~it~~~ of a trade secret cannot be made available to the pub&z. 21. CFR 5 

(D.D.C. 1.9~2)(stati~g that once a d~~~~~t is dete~~ned to be a trade secret the document is 

exempt from d~s~~~sur~~, Thus, FDA has violated federal law by reveafing a trade secret it 

in an NDA ap~~icat~u~ and thereby it has also violated the APA. 

FDA”S DI 
ii3 FDA’S SUBS 

ME% TILADE SECWTS UN ITS WE 
0 REMUVE THE SECIRIETS IM~E~~A~~~Y 

WAS ARBITURY AND CAPRTCXUUS 

old as unfavxful. and set aside agency a&ion that is arbitrary, capricious, an 

abuse ~fd~s~~et~~~, OT otherwise not in accordance with the law, See 5 U&G. 15 706 (2)(A) 

(2~~~). In reviewing arbitrary and 6apri~i~~s agency action un er 5 706 a court must %onsider 

e decision was based on a ~~~side~at~~~ of the relevant factors and whether there has 

been a clear error of judgment.” Bowman T~a~s~~~ati~~ 1~. v, ~l~a~sas~~~st Freight System, 

&, 419 U.S. 281,2&6,95 SCt. 43%,42 L.E .447 (1974) citing Citizens to Prese~e ~v~~~~ 

Park v, Volpe, 401 C.S. 402,416 (1971). -- ““The agency must articulate a “rational co~e~ti~~ 

between the facts found and the choice made.“’ Bowman, supra, at 2 6 citing ~~rl~~~ Truck 

ited States, 371. U.S. 156, I68 (1.962). 
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m]ore exacting s~~~ti~y will be pa~i~~arIy useful 

~xa~i~i~g agency action] when for some reascm the ~r~s~~pti~~ of agency regularity (s 

~ve~~~ Park, supra, at 415) is rebutted as where the agency has de~~~st~ated undue bias 

articular private interest (see e,g., Central Fbxida Enterprises, Inc. v. FCC, 598 F.2d 

37 (19~8))~ where the agency has had a history of ‘ad hoc i~~o~sist~~~ judgments’ on a ~a~ic~~a~ 

question (Local 777 v. NL ,603 F.2d 862,869-971 (1978)); where the agency has arrived at 

an identical resuft after remand from a reviewing court for further exp~~a~i~~ of reason (e:g,z 

Food ~~~eti~g Inst. V. ICC, 1587 F.2d 128$,X%9-90 (19’78)); or when an agency bras decayed 

its c~~sist~~t and longstanding precendents or policies (see, Office of ~~~~~i~ati~~ of 

efense Council, Inc. v. SEC, 606 F.Zd 103 1, 1050, n.23 (1978). 

FDA’s regulatory treatment of~~it~~id is littered with “ad hoc i~~~~siste~t judgments,” 

A’s decision to p~~~is~ Jerome’s trade secrets on its website was of course an actioa 

i~~o~si~te~t with its statutes and regulatory ~~lig~ti~~s. Moreover, FDA’s failure to act 

on ~oti~cati~~ by Jerame that FDA had published Jerome’s trade secrets was 

totally ~~~~~siste~t with the agency’s well ~~d~rst~~d statutory and regulatory duty to protect 

e secrets. Jerome was furred to csntaet FDA multiple times, deluding FDA remove the 

trade secrets before FDA finally acted and compl’etely removed the uffe~di~g material. FDA’s 

failure to act, were clearly i~c~~sist~~t with legal duty and have no r~as~~~d basis. 

‘s disclosure of, and subsequent failure to remove, femme’s trade secrets was 

d capricious in violation of the APA. + 

28 



A’s decision to allow until August 14,200 1, for the filing of S bias after initially 

i&g gant of pre-market approval for those NDAs by August 14,2000, is unreasoned, 

inexplicably, and arbitrary and capricious in light of FI3A’s 

et~~~i~atio~l that patients were at immediate risk of significant harm from testable LS products 

then on the ma&et and that new NDAs were therefore promptly required to achieve the LS drug 

stability needed. Having granted an application providing a stable, safe, and effective LS drug in 

~~~o~e’s ~~i~~oid (and having been served with notice: that Jerome was ready, willing, and able 

to sanely rational demand for LS), FDA again acted ~bitrarily and capriciously by favoring an 

testable I.3 drug, Abbott’s Sy~t~oid, permitting Synthroid to be marketed for three years after 

its original August 14,2000 deadline. Those actions are wholly i~~u~siste~t with FDA’s stated 

objective of safeguarding the ublic from unstable, unsafe, and i~e~e~tiv~ LS drugs. 

Indeed, it was in April 2001 that FDA found Syntbroid not reliably potent and stable. 

Exh. 10 at 7. It found that patients taking Synthroid had experienced ~~sig~i~~a~t, ~~i~te~ded 

their doses of levothyroxine sodiwn.” Id. at 8. The agency reasoned that “‘because - 

of the serious Gonsequences of too much or too little circulating thyrQx~~~ it is very i~po~a~t 

that ~at~~~ts receive the dose of 1evQtbyroxi~~ sodium dgte~~i~ed by their physicians to be 

optical to replace the amount of hormone that would have been present natmally.” Id. 

~~it~oid’s approval FDA had ~o~~r~ed the existence of a safe and effective drug 

available for thyroid disease patients that had none of the risks of adverse reactions due to 

overdosing or UJ~ er-dosing FDA food to have historically plagued Sy~t~oid users. Id. at 6-8. -- 

Asker ~~t~oid’s approval Jerome assured FDA in writing that Jerome had the ability to meet 

the LS Donald of the U.S. population. Jerome offered to meet with F A on that issue to discuss 

the matter fmther bzlt FDA refused. 



In July 2001, just three months from its complete rejection of Sy~t~o~d due to its public 

health. risks, FDA issued the July Guidame stating: 

~otwithst~di~g the fact that there are now two approved ap fix orally 
ad~~~~st~red levothyrox~ne sodium, FDA has determixzed that it will take time for the 
~i~~~o~s of patients taking unapproved products to switch to approved products, and for 
~~ufa~turers of approved products to scale up their production and to introduce this 
increased ~rodu~t~o~ into the d~st~ibut~o~ chain. 

Id. at 3. That a~ou~~e~e~t is wholly irrational in light of FDA’s 

ge that Jerome stood ready, willing and able to meet market demand with an FDA 

safe, stable, and effective LS product. FDA% decision to permit unstable Sy~t~o~d~ an 

LS market feader, to continue to be sold denied Jerome a significant o~po~u~ity to increase its 

When an agency departs from policy in an unreasoned Gwen, part~~ula~~y in a way that 

shows bias, it acts arbitrarily and ~ap~~cious~y. Naturaf Resources Defense council, Inc., supra, 

I. OSO,n.23 citing Office of ~o~un~~atio~ of tllnited Church of Chrkt v. C 

1069. oreover, where the agency has made “‘ad hoc inconsistent judgments” on ~a~i~~~ar 

questions it has acted ~bit~~i~y and ~apri~io~ly. g citing Local 777, supra, 869-971” FDA’s 

whu~~y ~~atio~al change in its LS grant timetable was am’bitrary and c 

v~o~at~o~ of the APA. 

As of the filing of this Notice, FDA has approved one other orally administered LS dmg, 

Levoxyl, ~a~ufa~~~ed by Jones Pharma. However, FDA did not require Levoxyl to meet the 

same regulator ~e~~~re~ents that ~nit~oid had to meet. ~n~thro~d and Levoxyl’s ap 

were lnot treated equally. 



In an i~te~al FDA memo FDA Division of Scientific Investigations ~~~acologist Dr. 

~icbae~ F, Skelly recounted an audit of the a~alytiGa1 potiians of two of Levoxyl’s 

bioe~~~vale~~e studies? Exh, 13 at f P In that memo, Dr. Skelly stated that FDA failed to inspect 

the clinical fkilities where Levoxyl was studied. Dr. Skelly stated that Jones Phama did not 

keep reserve samples oflevoxyl used in bioav~ilabiIity testing in accordance with 21 C.F,R. $ 

)(3).~6 He noted, because of the lack of reserve samples, “the identity of the test and 

reference dug products used in the studies cannot be verified.” g at 2.27 Failure to comply 

5 320.38 is a sig~i~~a~t violation of FDA’s reg~~ati~~s, p~~~~la~~y for LS drugs.28 

W~t~~~t ~e~i~~at~o~ that the sample tested is the same as the drug being approved, it is 

ossible to verify the bioavailability of the approved drug? Fu~ber~o~e, the re~~ire~~~t to 

have test s~p~es an reference standards on hand fur FDA’s inspection is a continuing 

Id.. at (e). FDA requires that the reserve sample be retained by the A. applicant 

for at least five years a er the date that the NDA is approved. g 

u Study 338-02 “A ~~~rnacok~~~t~c Study to Assess the Single Oral Dose ~~oava~~ab~~i~ of Two Fo~~~at~o~s of 
LeVOth~UXi~~;q~ and Study 338-W “‘A ~b~rnacok~~et~c Study to Assess the Single Owal Dose ~~oava~~ab~l~ty of 
Three S~engths of Levothyruxine (Levoxyl),” Exh. f 3 at 1. 
” 2 1 C,F.R. FJ 32~.3~~b~~3~ requires an NDA applicant of a drag that is a “new fo~rn~~at~o~, new dosage form, or a 
new salt or ester of an active drug ingredient or t~era~~~tic moiety that has been approved for rn~k~t~~g, [retain] a 
reserve sample afthe test article and of the reference standard used to conduct a~ in viva b~o~q~~val~~ce study 
corn~a~~~g the test article to a marketed product (reference standard) that cantains the same active drug i~~edie~t or 
t~e~a~e~tic moiety ,” 
” Tn his d~sc~ss~o~ of Jones Phanrta’s failure to keep reference dnrgs, Dr. SkeUy stated that the ~e~~rne~t of 
Sc~e~t~~c ~~vest~gat~o~s ‘“has not examined comparable records of clinical portions of bioeq~~va~e~ce studies for 
other ~ev~tbyruxj~e NDAss” That statement is incorrect. Jerome’s b~oeq~ivale~~e studies were examined by the 
same ~~vest~gato~s as the Levoxyl studies, Dr. Skelly and Dr. CT. Vis~a~atba~. During Jerome’s inspection, 
Jerome provided the inspectors with reserve samples of the drugs it used in its b~oeq~~val~~c~ studies. 
28 Xn 1988 the House S~bcomm~~~e on Oversight and ~~vest~gat~o~~ ~a~~cbed an ~~vest~gat~o~ into FDA’s generic 
drug approval process. E-M. et al., ‘“FDA Regulation and ~~ornotiu~ of Generic Drugs,” Food and Drug Law (576 
~~~,~79 ~~o~~dat~o~ Press, 1991). It found that some FDA employees had accepted bribes and some ma~~fac~~er~ 
conducted (and s~brn~~ed~ b~oava~~ab~lity and bioeq~~va~e~c~ studies using the pioneer drug rather than their own 
gerreri~ pmducts, and that significant discrepancies occurred in t%e testing and ~~a~~fact~~ of some generic drugs. 
Id. at 579. By early 1991 five FDA employees had been convicted of bribery or perjury and eight generic drug 
~rnpa~~es had been found to have submitted applications to FDA containing fra~d~~~~t data. Id. at 58X In . 
response to the ~a~d~~~~t bioava~lab~~~~ and bio~q~~va~e~ce studies discovered FDA ~~orn~~g~d the ~eq~~~erne~t 
of ~~ta~~~~g reserve samples. See 55 F.R. 47034 ~~99~~; finalized at 58 F.R. 25927 (X993) 
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oreover, in his memo Dr. Skelly stated that the ~ioava~~a~i~~ty studies” i~co~~~et~~~ss 

was exacerbated by software failure in Junes I) arma’s ~~fo~~atio~ systems used to analyze the 

~oava~~a~~~~ty studies. Id. As of the date of Dr. SkelEy’s memo, Jones Phama had not evaluated 

the effect of the software errors on its analysis of the ~~oava~~a~~~ity study results. Thus, the 

results and analysis of Levoxyl’s h~oe~u~vale~cy studies may be totally erroneous. In fact, Dr. 

S~~e~~y ~e~o~e~ded that the data from the b~oe~~~va~e~~y studies not be accepted by FDA 

LL~nle~s and until it is shown that so ware failure did not affect e] data.” Id. at 3. There is ao 

record in the Levoxyl NDA material on FDA’s website that Jones Pharma’s software failure was 

d tlse results of the ~ioe~~iva~e~~y studies verified. 

y contrast to FDA’s treatment of Levoxyl, a~~ow~~g it to skip the re 

320.38, Jerome was Id to that strict standard. Jerome kept test and reference samples during 

~oava~~a~~~ity testing, made them available fur ~~$~e~t~o~, and continues to hold t&m 

le for FDA inspection in accordance with its ok-going re Jerome had refiable 

results showing ~~~t~oid’s ~~oava~~a~~lity. FDA’s failure to hold Jones Phama to the same 

atory re~~ir~~e~ts as Jerome was ar~itra~ and capricious in violation of the APA. 

was (I) a torpors misap riation of trade secrets and (2) a breach of its ~o~~d~~tia~ 

with Jerome. The Federal Tort Claims Act requires the ~~a~~~t to bake a sum 

29 Levoxyl’s hioavaila~ility is patiicularty s~g~~~&ant because of&e potency issues with LS drugs. Ove;rdosing and 
nnderd~sing have serious health consequences, Exh, 10 at 8. 
” ‘“Action under this section shall not he instj~ted for any sum in excess of the amount of the claim presented to the 
f~de~~~ agency, except where the increased amaunt is based upon newly discovert=d evfdwce not reasonably 
d~s~~v~~a~~~ at the time of presenting the ckm tu the federal agency, or upon allegation and proof of ~~t~~~~~g 
facts, ~~~at~~g to the amount of the claim.” Id. - 



assessment of damages attached hereto, Jerome’s injury ~~~~ts to $ I ,345,3 li 6,242. exhibit 5 at 

2 and 4? 

Jerome’s injury is based on the assumption that ~~it~o~d and Levoxyl would have 

% of the orally administered ZS market ad FDA f&%led its stat~~o~ obligations. fd. 

tion is reasonable in light of the historic di%cufty (doc~e~ted in FDA’s 1997 

otice) that drug companies have had in ~a~ufactur~~g a safe, stable and potent LS drug 

uct. The assumption that Levoxyl and ~nith~o~d would have divided the LS market for ten 

years without g~~e~~~s is reasonable, despite LS drugs’ lack of exclusivity, because generic LS 

drugs boded have to obtain ANDA approval. ANDA approval would be i~~oss~b~e without a 

gen~r~~~LS ~~ufa~t~~~ making its own discovery of a ~anufa~tu~~~g process for a safe, stable, 

S product. From LS” s ~~trodu~t~o~ in the f 950’s until Jerome’s discovery in 1990, 

~~~~a~tu~e~s had failed to make that discovery despite every incentive to identify a safe, 

stable and cost effective form. 

er than from generics seeking ANDA approval, the pri~~~~a~ source of ~o~~et~t~o~ 

Levoxyl is Synthroid, the NDA for which is currently pending. However, 

A had previously rejected Sy oid in April of 2001, finding it not safe and effective, citing 

fo~~latio~ and ~a~ufa~tur~~g problems, If FDA h ‘t disclosed Jerome’s ~o~de~t~a~ and 

trade secret ~~for~at~on, it is reasonable to assume that Synth~o~d would not be competing with 

aid and Levoxyl. As of April 200 1, Sy~t~oid’s makers had failed to produce a formula 

and ~~ufa~turi~g recess that was safe and stable. 

moreover, ~y~t~o~d’s NDA ~~~~~~t~y pending before FDA can only be based on a 

lation and ~a~ufa~turi~g process since its prior fo~~u~atio~ and ~~ufact~~~g 

States is not liable for interest prior ta ~~d~rn~~t under the FTCA.~ Jerome’s injury dues not ix&de 
~~~-~~d~rn~~t interest. It does include, however, a real interest rate of 3% applied to 3erome’s total reveazxe per year 
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process was so thoroughly rejected by the FDA in April of 2001. Jerome cm only assume &at 

Je~o~e’s ~o~~de~t~a~ and trade secret ~~for~atio~ available to it, Abbott laboratories (or 

its ~~~de~~~sor Kizoll Laborator~es~ will be able to succeed in for~~~at~~g a stable new LS drug. 

Jero~e’s Petition for a Stay, filed s~~~~~a~eo~s with this notice, asks FDA to stay 

rovaX of any NDA or ANDA for an orally administered LS drug that uses, relies on, or is 

ased on Jerome’s ~o~~~de~t~a~ and trade secret ~~~fact~~~g i~fo~atio~.32 If Jerome’s FTCA 

eso‘rved at the agency level and Jerome files suit in federal court, in addition to its 

~~a~~s for relief for F A’s tortious acts, Jerome will seek a declarato~ judgment on its APA 

claims, i~j~~ct~ve relief against the grant of x-market approval to applicants that have used, 

reamed on, 01: base their LS stability s~b~~ssio~s on Jerome’s trade secrets, and ~o~et~y relief 

for FDA’s v~o~atiol~ of Jerome3 Fi A~e~d~e~t due prowess rights. 

that it would have received absent the FDA”s disclosure. Exhibit 5 at 2 and 4. 
” ~~~~ Levoxyl’s NDA was submitted to FDA prior to FDA’s disclosure of Jerome’s trade secrets, Jerome cannot 
be certain that Jerome’s rna~~fa~t~r~~g pracesses wlsre nctt part of an a~~~~d~~~~t afier the disclosure but before 
Levoxyl’s a~~r~va~. Thus, in its etitiun, kome asks FDA to include Levoxyf. in its review. 
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Jerome hereby sxtbmits notke p~s~~t to the FTCA that FDA is liable for the 

A is also liable for viQ~at~g Jerome’s Fifth Amendment D e Prucess tights and for 

vibrating the APA. In restihtian of its tort claims, Jerome seeks $1,345,3 16,242 in damages. 

Sincerely, 

And by Cumsel: 
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from the Dockets anagemen 
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Trade Secrets Act, 18 U.S.C.A. $j 1905, the 
Cosmetic Act, 21 U.S.C.A. 5 331 
ions, 21 C.F.R. $314.430, and th 
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kioio > Search 

The 10 most frequently d~s~~~sed prescription drugs%? tt-re UF for the 
twelve coitus ending December 2000 

Prtxiuct 

l&m%-- - Pfizer 
Premarin - Wyeth-Ayerst 
Synthraid - Knoit 
~yd~~~~#~~~/APAP -, 
watsun 
Pribsec - AstraZeneca 
Norvasc - Pfizer 
Gtucophage - Brlstoi-Myers 
Siplbb 
AiSuterol - Warrick 
CIarltln - Scbering 
Zoioft - Pfizer 

Total mspfmse 
Pf-escriptlons (000) 

48,791 
46,776 
43,504 
36,534 

32,082 3 
30,765 I.3 
27,424 21, 

27,415 -8 1 
26,485 4 5 
25,167 9 1 

%G rowth 
(+/-I 

29 
-2 
6 

20 

Aii data reported in thousands (000) 

Channels covered: chainstores, j~de~e~dents~ foodstores, mail ordtsr and 
long term care facilities. 
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ALEC P 

ihi Talk. Papers are prepared y the Press Office to guide A personnel in res~~~d~g with 
tnsisteney and ccuracy to questions from the public on su ects of current interest. Talk. Papers are 
kbjett to change as murk i~f~r~a~~~~ becomes available. 

00-36 
uglrst 22, 2000 

Print Media: 301-827-6242 
Broadcast Media: 301-827-3434 

Consumer Inquiries: 888-INFO-FDA 

T N-DA FOR LEVOTHYlik E SODI-U 

XL4 today approved the first NDA for tie thyroid ~o~~~~e replacement drug, ~ev~t~yr~x~~e swiium 
:U~t~o~d) for use in adults and children. 

ones are essential for normal physical Green an intell~~tu~ de~e~~p~~~t. They are 
ation of a wide range of metabofic processes within the b 

low levels of thyroid hormone, may be due to a bilZlh defect (e 
or it may occur later in life due, for example, to tnyr 

sy~nptoms of ~~y~~t~~~~~d~srn denude poor growth in c fdren and, in those barn ti this disorder, impaired 
~telle~~~ d~ve~~~rne~t this disorder is not prompt1 adequately treated. Sy ems of hypothyruidism 
in ~hil~en and adults i de fatigue, cold intolerance, dry skin, lethargy and weight gain. 

~evo~yr~xin~ is ~dent~ea~ to a natural thyroid hormone produced by tk~e body and is most co~on~y used to 
ret~n thyroid hormone levels to normal in patients with ~y~~t~yro~d~sm. Tk~e dose of ~evo~~yr~x~ne for 

ental therapy in patients with hy~o~yro~d~sm dualized based on patient 
vothyroxine as replacement must be monit d tests at regrrlar intervals 
ormane levels are Watson the normal range, to assure patient safety, and to help guide 

do se adjustments . 

~~~~g ~~t~at~~~ of r~~~a~ement piracy with ~ev~~y~~~~~~~ blood tests are usually performed evqy six to 
eight weeks in adults to aid in ose adjustment. Once the Ottoman replacement dose of ~evot~yox~~e for an 
~~d~v~dua~ adult patient is detested, blood tests are usually done less frequently; e.g., every six to twelve 
~~0~~s. ~~lf~ts and ~~~~dr~n are usually begun on f&l1 ~~v~t~yrox~e replacement doses and tie ~e~uen~y of 
~~o~it~r~ng of blood tests, growth and inte~~ec~~ development is age-dependent. 

Side effects from ~~v~t~yroxine are usually due to over- osage and include nerv~usness~ weight loss, 
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tie August 14, I $W7’ Federal ~eg~s~e~, FDA pounced at orally adm~~~s~ered drug products 
~~t~yr~~ne Sudan are new drugs. The ~a~pr~ved thy d hamme replacement products that have 
e market have been associated with stability asld potency pr&lems. These problems have resulted in product 
calls md have the ~~te~t~a~ to cause serious health consequences to the public. 

o address these ~~~~e~s, &e agency deiced that after Augusr 14,200 I., any orally a~~n~s~ered 
drug pr subject of an approved New Drug Appl on. ~~~~ere is no sue 
i~ation, e subject to regulatory action as an un ed new drug. With the 

~~r~va~ today ~f~~~~~~~d, patients and physiciar~s will now have availabfe to tlzem an oral ~ev~~~rox~~e 
~d~u~~ drug product that has been determined to be safe and effective by the FDA and that also meets FDA 
ta~dards for m~ufac~r~~g processes, purity, potency, and stability. 





een asked to compute the ‘loss to Jerome Stevens ~h~maceut~~als 
evens”) caused by the decision of the Food and Drug A~in~strat~un to 
DA website Stevens’ confidential and trade secret information regzzding 

its m~ufa~turing process, With the disclosure of Stevens’ ~on~dent~a~ and trade secret 
~format~on, ~ornpet~~ors may use those secrets to o,btain FDA approval to enter the 
levo~hyrox~ne sodium ma&et, thus causing harm to Stevens. Competitors may use 
Stevens’ manufacturing info~ation in New Drug Approbations, to obtain approval as 

name drugs, or may use them in Abbreviated New Drug Applications, to obtain 
val as genesis drugs. They may use the infQrmat~on directly by d 

Stevens” manufacturing process or indirectly by learning from it and developing a 
different process based upon it. 

. 

I have cum~uted an estimate of Stevens’ economic damages. My ca~~~~ation is 
in large part on a cur&act between Stevens and its partner, Watson Labs. Entered 

into before FDA’s publication of Stevens’ con~dentia~ and trade secret information on . 
the worldwide web, the contract is based on rnutua~~y acceptable forecasts of the market 
value attainable from FDA approval of the Stevens’ NDA for orally administered 
~~vothyro~ne Sodom* That contract was a business doc~ent prepared in the ordinary 
course and is of a kind generally accepted among economists for the analysis of damages 
and similar issues. David P. Kaplan, “‘The Nuts and Bolts of Antitrust Analysis: Some 
Thoughts On How To Develop the Facts,” in Economic hputs, Legd ~~~~ut~: The Role 
of ~~~~~~~~~~ in ~~~er~ ~~~~~~~~~, (Red McChesney, ed., 1996). 

There are three relevant parts to the Watson Labs contract. First is an item called 
~‘Add~tiona~ ~ayments’~ which is a qua~er~y payment f?om Watson to Stevens. The 

payment depends on the number and type of other seflers of fev oxine 
arket. The second is an item called “‘Royalties on Net Sales.” sets 
hedule for payments from Watson to Stevens based on Watson’s sakes. 

Third is a set of transfer prices. These represent ap~rox~ate manufacturing and shopping 
costs to Stevens, recovered as transfer payments from Watson, and so do not enter 
directly into the analysis. Since those transfer prices include all of Stevens’ costs, costs 
arc not se~~ate~y deducted from the total revenue figures derived below. 

In perforating my alysis, I make the following assumptions; 

1 (j Absent the FDA’s error in publishing Stevens’ ~on~dentia~ and trade secret 
information, Watson (Stevens’ partner) and Jones ~h~aceuti~a~s (the other 
approved seller) would have split 90% of the market between them. 

2. The market wound have grown at a real hysicaf) rate of I. 3% per year, based on 
the existence of many potential users who do nut currently use the product. This 
is a ~onse~at~ve estimate; for 2~Q~~2~~~ the ma&et actually grew 27%. 



3, X use a real d~s~o~~t rate of 3%, which is consistent with historical values of the 
real interest rate. 

My ~a~c~~atio~s ase set fo ed tables. The real interest rate is generally 
tu be about 3% or fess; see, for example, Willis Poole, “Are 1 Interest 

?,” speech before Money Marketeers of New York Unive , New York 
r 2 1 J 1999, available online at 

http://~.st~s.frb.or~eneral/s~~eches/99092 1 .htmf. The ~~~~~latio~s are based on 
stadard present value formulas. These are discussed, for example, in Michael L. 
~rooksh~e and Stan V. Smith, ~~~no~~~~~~~~~~~ Damages, Anderson Publishing 
~orn~a~y~ ~~~~i~at~, f 990, pp+ 33-43. This also suggests a real interest rate of about 
3%. 

~o~~rn~ f represents the armuaX “Add~t~o~a~ Payment.” This is $1 O~~Q~,OO~ per 
q~~t~~ (~4~~00~~0~~ per year) if no other producers of ~evotl~yrox~ne sodium are 

2~5~~,~~0 per quarter ($1 O,~~O,~~~ per year) if one other producer other 
th;zn Knoll Ph~rnaGe~ti~a~ i approved. Sine ears that only Jones woulid have been 
approved, I allow for a $10, O~,O~~ annual p . “fhis does not chqze amuaW 

co1 2 is the total revenue that Watson would have earned. This is based on 
m extrapolation from a re art Tom IMS Health, a market research cornpay whose 
~rnp~riGa~ data and analys are generally accepted, and axe relied upon by the FDA. 
Sales in 2001 were ~63~,~O~,~~Q. 1 assume that W&son and Jones would have split 90% 
of this market, with the rest going to small sellers. On this basis, Watson’s sales would be 

200 1. I also assume a real increase in safes of 13% per year. I do not 
ustment for inflation or for price changes. 

royalty payment from Watson to Stevens on the first 
of safes, based on the formulti: I5% of the first ~25,0~~,~~0,20% of the 

of the next ~5~,~~0~~~~. The total of these amouxffs is 
st change annually. 

n 4 is a royalty of 30% on safes above $ I ~~,~O0,UO07 from column 2, as 
speckled in the contract. 

5 is total revenue each year for Stevens, the swlil of ~o~~rn~s I., 3, and 4. 

Column 6 is the resent value of the entries in column 5. Since I did not allow for 
ation in the earlier ~a~6~~at~~ns, X do nut adjust for any inflation here. In 

~ornp~t~~g this coIwnn, I have used an interest rate of 3%. The 3% is approximately the 
hist~~c real rate of interest, md is theoretically preferred. 

Cal 7 is the cumulative value of the entries in column six. This is the basis 
for any damage paymellt. The ten year figure ($1,345,3 16,242) is appropriate since there 
is no reason to expect any major change in the market over that time period. 
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ca-Cola Bottling Company of the Southwest; College Football 

Association; Col~bi~ Chemical Company; Dresser Industries; First Hawaiian; Georgia- 
SLrlotors; Juki; Kodak and Fuqua; Levi Strauss; McKesson; National Soft Drink 
erlander; ~ewsda~~ ~~~vg~~~; Professional Golfers Association; Real estate 
definition; Regional Bell Operating Companies; Ruppe; Sara Lee; Scripps; 

Srn~th~~ne-~e~~~; Southern Natural Gas; Thomson; United Airhnes; West Point Pepperefl. 

a-Geigy; Di ; Drug emporium; Emerson Electric; for 

rights in the af sector of the Peruvian economy, cited in 
r Company; National Propane Gas Association; Pfizer; Physicians 
, on advertising matters; Hedonic damages, several cases; U.S. 

Sentencing Commission; Texans Against Censorship, Inc. 

TEST~M~~~ 
e U. 23. District Co , Eastern District of Texas, on lawyer adve~is~ng, for Texans 

Agamst Censorship, In 
+ For def~nd~ts in tort diabolic litigation, ~rit~~~~~ng use of “‘hedon6z” damages. 
a For the New York Power Authority, before the Nuclear Regufatory Commission on costs and 

benefits of the Point Nuclear Reactor, f 983. 
* For the Pharrn al ~~ufa~turers Association, before the Health Committee of the 

Georgia Senate, err bills to regulate ph~a~euti~a~ prices, 1994; 1995. 
* ood and Drug Administration, on directNtu~cons~er promotion of 

Gals, sponsored by the Progress and Freedom Foundation, 1995. 
a New Mexico, regarding taxation of franchising, in an administrative 

proceeding. 

Ai~fhe ~tit~~st Litigation, regarding the value of the settlement; cited favorably and found 
ible” in order of Marvin 33. Shoob, Senior U.S. District Court Judge, 1992 

Martian af 11 Atkzrtic., Bellsouth, NYNEX and Southwestern Be1 to vacate the modeled 
Finat Judg nt in the AT&T Case, 1994. 
FOF Hoechst Celanese Corporation, in the class action regarding polybuty~ene pfu 

cery Court for Obion County, Tennessee, regarding the fairness of the $950 million 

arm et al. v. GTE, U.S. District Court, Southern District of Illinois, class action 
on the fairness of the settlement; cited favorable and found 

‘“credible”’ by the Court. 
e ~~~~nois Bell Telephone Company and Todt et al. 

nside wire”, on the fairness of the se~lements. ( 
had previously worked on liability and damag 

ity of ~~~wa~ee, for Eller Media on the effects of advertising on smoking 
~endment suit regarding City of ~i~wa~ee ordinance restricting tobacco 

adve~~s~ng on billboards. Settled, 
v. Donna E. Shalala, Secretary, regarding first amendment issues 

imetto, a dietary supplement, June 8,2000 
Paul Rubin Page 14 
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QRDS: LevQthyroxine SQdiUrn 

DaVinci 5rive; Bohemia, 

: synthetic thyroid hormone. 

f 



= ~ev~thyr~x~ne has been marketed extensively for 
. The ~~d~~at~~n is for 

sent thyroid function. One problem with currently 
nd batch to batch Under FR August 14, 

ill be branded as mislabeled in August of 2000 and 
from the market. Thus, there is need for a new NDA subm~ssj~~ to pruvide for a 
source far therapy. 

Studies 
A dis~~ss~~~s~ it was indicated that the sponsor need on1y submit ap ropriate Mxature 

to cover ~abe~~n~g issues in the prectinical sections. 

~ ~ev~thyr~x~ne has been marketed e~ens~ve~y for many years as both tablets and 
~n~e~t~~n. The ~nd~~at~~n is for repfacement therapy for d~m~n~she~ or absent thyroid fu~~t~~n. FW 
such replacement tfse with a naturally occurring essential h~rmune~ there is t&t/e intrinsic risk. 
~~te~~~a~ problems may arise with ina~~r~~~ate dc>sing. However, the extensive past human 
experience suggests tha roper rn~n~t~r~ng can keep this to a minimum. 
~afe~a~~at~~~: There no pre~~~n~~a# safety issues with this product if proper rep~a~~me~t 

ed and stability of the product is appropriate. 
armaco~~gy recommends approval of this produd, The ~~v~sj~n has proposed 

that there be a Glass label for this product and rec~mmendatj~ns for the prectinicaf sections are 
purposed below. 

Singe there were no ~~~~~~n~~a~ studies subm~~ed and leather car~~n~gen~c~~ mutagen 
f~~~~~ty nor r~pr~du~t~un studies have been performed, the preclinicat sections do not require 
s~e~~~~ an~rna~ data to be discussed and standard labeling as proposed in 21 CR? 201.57 are 

are several versions of labels listed in the appendix to this report for products 
ket, alf of which are generaify acceptabfe. 

ere is one issue this reviewer has with the pregnancy category, Same currently marketed 
ve~s~~~s refer t:, safety demonstrated in human studies and claim to be a category A. Actually, 

errantly marketed products list a pregnancy category A whether they refer ta human data or 
(see appendix for text of currently marketed produds). This sponsor has not provided any 

in the pharm~~x section of the NDA. ~echn~~a~~y, in order for a product 
A, there must be human data from ~e~~~~~ntr~~~ed clinical trials. In 

n imal data presented to supple a category B (Le., no findings in animal 
dies pe~~rmed~ as defined by the CFR. ante currently available 

2 



pregnancy category should technically be category C. T 
fusion for several reasons: 
e past ~abe~~~g used category A, a switch to category G rn~g~t ornery that the 

newsy approved products are somehow less safe than the currently marketed products 
when, bedded, they shaufd be safer given stability considerations. 

2. &~~r~nt c~~n~~a~ practice is to maintain dasing af t~yrQ~d hormone during pregnancy. current 
ing for all products recommends that there be rn~nit~r~ng to prevent ~yp~thyr~id~sm in 

men. Such practice would seem at odds with a categov C Ming. This reviewer 
necessary to inelude ~nfurmat~~n on current accepted practice in the fabel. 

t suggest to some patients that they should disccHinue dosing ’ 
uld not be appropriate according to current clinical practice. 

Based on current ~~~~~~a1 practice and the above reasons, this reviewer beGeves that a category 
A is still a~pr~~r~ate even trough this wauld be at variance with technical de~n~t~~ns fisted in the 

e sy~t~r~jd label has a rather extensive and (if swpported by data) informative section on 
during pr~gna#cy. However, in the absence ctf human data presented by ~nd~v~dua~ 

roducts, a more general approach tcs labeling is necessary. A class 
label for tbyr~~d h~rmunes Is being developed by the Division. This reviewer recommends that 
the proposed wording of the class lab& for t~yr~xines be presented to the sponsor when it is 
cum~leted. 

maternal comments: ~~arrna~~~~gy recommends approval of Un 
has proposed that t ere be a clrass label for this pruduct and this s 
s~~nsQr when it is finafized by the Division. 

~~vis~~n 
ed ta the 

~xte~mrne~dat~~~s (to sponsua Communicate labeling as listed abave. 

reviewer s~g~ature~team leader signature ~~oncurrence/Non-concurrencej 

Ronald W. Steigerwaft, Ph.D. 
Supervisory Phar acologist, DMEDP 

Forest ~harrnaceu~~ca~s Levothyroid tablets: 

I~U~~~~S~S~ NT OF FERTILITY--A reputedly apparent 
iation be~een ed thyroid therapy and st cancer has not been ~~n~rrned and 

shed ~nd~ca~~uns shouf discuntinue therapy. No c~n~rrnat~~ 
nimais have been performed to evaluate carcinogenic ~~ten~a~, 

I or impairment Of fertility in either males i2r femates. 
~~~AT~~~~~ AwuThyr~~d h~rmu~es do nut readily cross the placental barrier. The 

e~~~~~a~ ex~er~e~~e to date does not indicate any adverse effect on fetuses when thyroid 
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pregnant women. On e basis of current knowledge, thyroid 
yroid women shoufd n be discontinued during pregnancy. 

nts of thyroid hormones are excreted in human milk, 
adverse reactions and does not have a known 

caution should be exercised when thyroid is administered to a 

Jones Oedipal industries tevsxyl Tablets: 

Car~~~~ganes~s, nd ~mpajrme~t of Fertility-- A reputedly arent association 
en p~u~~nged thyroid py and breast cancer has not been confi patients 
~~V~XY~ far establ indications should not discontinue thera are no data 

suggesting that L-T4 is mutagenic or impairs fertitlty; such studies in animals over the long term 
have not been pe~urmed. 
Pregnancy”-Cat~g~~ A-- T~yrQ~d hormones do not readity cross the placental barrier. Ctinicat 
experience td date does not indicate any adverse effect on fetuses when thyroid hormones are 
administered to pregnant w~rnen* On the basis of current knowledge, LEVOWL replacement 
therapy to ~yp~t~yr~~d women should not be discontinued during pregnancy. During pregnancy, 
~~V~~~~ requirements may increase; dosage should be guided pby periodic measurements of 

pursing ~~tbe Some excreted in human mil 5 is usually 
~nsu~~~ent fclr ~~~YF~~ . L-T, taken by nursing s is not associated 
with serious adverse reactions and dues not have a known turn~r~gen~~ potential; properly 
indicated LEVOXYL therapy should be continued. 

Knack P~arma~e~t~cal CO, Synthruid (same for tablets and ~nje~t~~n~ 

utagenesjs, and ~mpajrment of ~e~~ljty~ Although animal o determine 
ar~~n~g~n~c potential QS thyroid hormones have not been ed, synthetic 

T4 is ~de~t~ca~ to that produced by the human thyroid gland. A reported assuciatien between 
prolonged thyroid h~rrn~ne therapy and breast cancer has not been confirmed and patients 
~e~~~v~ng ~ev~t~yr~x~ne sodium for established ind~~at~~ns should not d~s~~nt~nue therapy. 

Nancy: ancy Category A. Studies in pregnant women have not shown that 
~yr~x~n urn increases the risk of fetal abn~rrna~~t~es if administered during pregnancy- If 

l~v~t~yr~x~~e s~d~urn is used during pregnan~y~ the poss~b~~i~ of fetal harm appears remote. 
because sludges cannot rule out the possibility of harms lev~thyr~x~ne sodium should be used 
during pregnancy only if cIearty needed. 

~rrn~~es cross the placentas barrier to some extent. Th levels in the card blood of 
fetuses have been shown to be about one-third of maternal levels. Neverthefess, 
l-fetal transfer of 74 may not prevent in ufero hyp~thyr~id~sm* 

~d~s~ during pregnancy is associated with a higher rate of c~rnp~~ca~~ns, including 
ian and pree~lampsia, and has been reported to have an adverse effect on 
development, On the basis df current knuwledge, SYNTWRUID@ 

~~ev~thyr~x~ne s~d~~rn~ LISP) should therefore not be d~s~~nt~nued durjng pregnan~y~ and 
~yp~t~~r~~d~srn diagnosed during pregnancy should be treated. Studies ave shown that during 
pregnancy T4 ~~~eentra ecrease and TSH concentrations may increase tr> values 
~~ts~d~ narmal ranges. values are similar to prec~n~ept~~n values. Elevations in 
TSH may occur as earl 
Pregnant n who are maintained on SY~T~~~~~ should have their TS 
pe~~~d~~al elevated TSH shWd be corrected by an increase in SYNTH 
p~~gnan~y~ the dose can be decreased to the ~pt~rna~ preconception dose. 
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t, Jerome Stevens 

i 

rlease contact me ml32 your response, of It we may be of krther 
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November 17,2000 

nd Human Services 

S. In reliance on the revious FDA z‘ 
August 14,2~~~~ JSI!~repared and 
was approved by FDA on August 21,2 

urxag capacity to satisfy demand for the product in the United States 
other ~~~~a~es fail to satisfy their regulatory respansibtitres. 

if 

Fm the reasons stated 

14, 2001 for ~~~~fa~t~~ers ~~~~ally ad~~stere 
of their NDAs is itself a s~g~~~~t extemian fmm 
0. In light of tIm c:oncem 

of orally administered E 
roperly i 
S drug 

potentially unsafe and ineffmtive pro 

health. With the recent ap 
meate a potential, and unneeessar 

oval of a MDA for SSPs LS d 1 
registere: B and inspected product availa 

raduct, 
g fe to 

caX j~st~~ati~~ exists to permit unprwen pro iir 
atients in the Utited 

ucts to remain on the 

ieedsmith,com 
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verbal X7, 
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market. It WQ also be unfair to JSP, prescribing physicians and co 
at least ane company was required to faithfutiy co 

ers to change 

1. Regulatory Background 

is used as a re 
or absent thyroi 

Iacement therapy in ~~nd~t~u~s 
fu~~t~~~, such as cretinism, myxedema, 

FDA stated in the Notice that it required of LS 

ln ritiaj.1 that 
have ava 

of these expressed concerns, FDA stated that, ?.t is atient;s 
to them products that are c5~sist~~t in 

Not& described r rted incidents of adverse events 8 
otency an bi~ava~lab ’ ity,” The lf 

products. Xt also 
ue to subpotent or su 

e-need mneerns over changes in product f~r~u~at~~~s t % 
erpotent LS 
at were not 

r~v~~w~d by FDA, that Iresulted in unexpected inmeased potency. ~~re~v~r~ it noted that 
LS is testable in the p~~se~~e of light, t~~pe~atu~e, air, and humidity. FDA cited 
numeraus instances of inadequate stability testing which resulted in uneven product 
potency aad unre le expiration dates. , 

ncfuded rope 
ad been s R 

that none of the orally administer 
own 

defed generally 
demonstrate consistent pote 
ognized as safe and effective i 

t~e~~fu~~, deemed a new drug under section 20X(p) of the FD 
uked to submit WDAs, ox: file &ken petitions evaluatin 

% 
the 

ducts were subject to the new drug requirements of the 
issue of whether their 

DCA. 
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ished a notice in the Fe& 
proval of NDAs by one ad 
2000). The basis for the 
nduct cIi&aL studies an 

The ad~ti~~~ time, in FDA’s view, insured that the supply o 
product wauEd not be disrupted. 

2. JSP Has Complied YVith FDA% Notice and Obtained NDA Approval 

XXI response to FDA”s August 14, 1997 ~e~e~~~ Register notice, J 
hexed the data re aged trr camply with FDA!s re uirements for th 

JS’h submitted an NDA for its pro % uct -- NDA 21-2 
anded its ~rodu~ti~~ ca 
total domestic market a 

abfities ts produce suffi~ien 
emaxbd for its product. JSP’s 

QX~ Au 
manu B 

ust 22,2~~~. FDA approval foffowed a fuff pre-approvaf insp 
a~tu~~~g facilities to insure compliance with current good Manufacturing practices 

(~M~s)* 

3, Further Extension af the Deadline is Unnecessary in Light of the 
Ava~~ab~~ity o NDA-Approved Product 

On August 14,20Of, no patient will 
aduct as the ~~s~lt of other ~a~ufa~ture 

mval. Even in the unlikely 
withdraw their products from the market 
able to patients with 

tim rapacity since Sling the 
~thy~~~~s~. As noted above, 3SP has imxeased its 

the need arise. 
, and would be able to meet the market demand 

rtaken the effart and expense of 
2% number of other manu 
eir products, despite the p 

e deadline once again when 
granted by FDA ta other 
would c.mIy perpetuate the Prisks to 

unfair to complianf, ~~ufa~tu~ers 
ble, there is m longer any pubtic 



* 
The u~d~~s~g~~d claims a categurkal exclusion from preparation of an 

en~run~ental assessment or ~~v~~~~~ental impact statement under 2 (-yJ?R. 5 53533, 

es, that, tu his best knowledge and belief, this pet85on 
iews on which the p&&ion r&es, and that it includes 

0x1 known to the petitioner which, are ~~fav~~ab~e to the 

cc: Ms. I Ro ers 
Mr. tei auf nf 





Dear Ms. Ax&ad: 

request a brief meeting with you and my cfient Jerome 
The d~st~b~t~r, Watson ~h~a~~ut~ea~s, would also 1 

s an older product that has heen marketed prior to 1962. At FDA’s 
nquesf, JSP ~r~pa~~d and submitted a new drug application (N’XIIA) to continue to market the 
drug. The NI3A was approved oa August 21,200O. The deadline for s~b~~~~~g aNDA for 
others which failed to comply with IDA’s deadtine has been extended to August I4,2QOI. 
Reports indicate: that FDA may be consid&ng a i%rther extmsion, JSP seeks the ~~~~~~~~ to 
review its ~~g~lat~~ history witliz you and to discuss the need, rationale am% fairness for such an 
add~~~~~l ~xt~~s~~~. 

Pkase ~~~~a~e + time during the next coupie of weeks when you and the ap~r~p~ate 
review staff available tu meet and discuss related mat&m. 
iate the oppo interact with the agency, and crest and assistance 

1301 K street, N.W. Delaware 
Suite 1100 - East Tower New Jersey 

Washingtori, DC 20005-3373 New York 
202.4 14.92UO PSW+%l~i~ 

Fax 202.4 I 4.9299 Virginia 
Washington, DC 

reedsmith,com 





David G. Orluff, M.P. 
DfrcctCW, Divi%ion of Metabolic and Endotrinar &ug _ 
Productu os?D-510) 

~ca reqwmtsd by IWD-STO, the OfvfrFon of Sciontffic fnveutfgatiuns 
initictad (in audit of the ulaIytica1 portions of the folfowing 

ivabmcs studies. 

The sita of tha ~~~i5ytfcaf pcwtiona af the utudier was ------- 
b%ckw - Tha clinic&l pcxticwa ot 
rtudy W338-03 was conducted at - and the 
clinical Pcsrtfan al rtwfy #33S-or W&S conducted at 4P 
- The i~pectiun was lftitad to the analytical 

. - 1) . . . s 0 - 

------ _.__I.. .-.-. _ I .- _-- .-.. . . --. 



. . . 

calibration GUN~O ware ffttad wfth a computer 
pragrsm - w2dttcA fox by a conoultant. 
~~~~~~~t~~~-d~~~ fxcm @AC xttn caustd the prbgram to afx>rt. 
TIC failure coucZd xrtpraduc~d on - at - 
- but ncrt at the canaultantdr size. ??~a, t=he roftwara 
faklurr is unique to the - inrta.lLation. As of this 
urit:ngl - I ban not datarminsd tha cause of the 
faflurr * Thcracfora, rhcl extent of it8 bnpa+t cm other data fn 
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Quick Search 
AACEOnline 

Thyroid Awareness 

FACTS ABOUT THYROID DISEASE 

yroid Disease? 

a An estimated 13 rn~~6~on Americans 
half still remain undiagnosed.’ 

have thyroid disorders, but more than 

e Approximately f. out of every 8 women will develop a thyroid disorder in 
er lifetime.2 

e Women are 5 to 8 t~mes,more likely than men to suffer from a thyroid 
~ondjt~on.3 

a Although thyroid disease can strike at any time, the elderly are more like/y 
to suffer from hypothyroidism. By age 60, as many as 17 percent of 
women have an undera~t~ve thyroid.” 

What Are The Genetic Links In Thyroid Disease? 

8 

9 

a 

Need help logc&ng a@ 
ins Click here b-_-_l----* 

a 

* 

Fifty percent of thyroid disease aijents’ offspring will inherit the thyroi 
disease gene? 
Fifteen to 20 percent of diabetics and their siblings or paren 
greater risk of presenting with thyroid disease compared to 
the general ~opulat~on~~ 
In a large series of American patients with pernicious anemi 
(48.3%) had laboratory test evidence of thyroid diseasea 
The overall prevalence of ~ern~~~ous anemia among ~h~ldren~ s~b~jngs, 
parents, and parents’ siblings of patients with pernicious anemia is about 
2.5 percent, or about 20 times the prevalence in the ~o~u~atjon at large? 
In a group of 383 patients with documented rheumatoid a~~~~t~s, 9.3 
percent had thyroid antibodies? 
painful tendonitjs and bursitis of the shoulder was reported in 6.7 percent 
of thyroid disease patients, but occurs in only about 1.7 percent of the 

yroid Gland: The Body’s Regulator 

* The thyroid gland is the small, butterfly-scaled gland found just below the 
le, lit is central to the proper functioning of the body, 

regulating its metabolism and organ function. The thyroid produces 
hormones that influence essentialfy every organ, tissue and ceil in the 
body. In short, if the thyroid doesn’t work properly, neither do you. 

8 Left untreated, thyroid disease can cause elevated cholesterol levels, 
osteoporosis, ~~ferti~~ty, depression and, in extreme cases, coma or death. 

* Six out of every IOU miscarriages can e attributed to thyroid deficiency 

during pr~gnancy.~~ Untreated hypothyroidism during pregnancy may also 
negatively impact a child% psyc~o~og~ca~ development, res~~t~~g in a lower 



LQ. score and a decrease in motor skiils, attention, language and reading 
ab~ljt~es.12 

What Are the Signs & Symptoms of Thyroid Disease? 

Hypothyroidism (Underactive) 

Fatigue 

ood swings 

Forgetfulness 

Weight gain 

By, coarse skin and hair 

n~arged thyroid (goiter) 

Repression 

Hoarse voice 

intolerance to cold 

R~ff~c~~ty swallowing 

~rr~tab~~~ty/~e~o~sness 

Muscle w’ea kness/tremors 

Irregular menstrual periods 

Weight loss 

Sleep disturbances 

enlarged thyroid (goiter) 

Repression 

Vision problems or eye irritation 

Heat intolerance 

Heavy menstruat periods 

Page 2 of2 

For more ~nformatjon, please call Stacey Wacknov or Theresa Li 
2~~~ Additional information about thyroid disease can be found at the AACE Web 
site www.aace~com 

### 

d www.aace.com 
2 Wood M.D., Lawrence C Your Thyroid: A Home Reference Ballantine 
1995 
3 Wood M.D., Lawrence C Your Thyroid: A Home Reference Ballantine Books, New York, 
1995 
4 We’d M.D., Lawrence C Your Thyroid: A Home Reference ~a~~ant~~e Books, New York, 
1995 
5 Dayan CM, Daniefs Gf-! Chronic A~t~irnm~~e Thyroiditis, NEJM 335: 2 99-107, 1996 
5 Adams A Walston 3 Silver K Autoimmune Disease Risk in Families with Type 1 Diabetes, 
www,genetic~eatt~.c~m 10/27/01 
’ Carmei R, Spencer CA. Ctinicai and s&xlinical thyroid disorders associated with ~er~~ciQ~s 
anemia. Arch Inter Med 1982: 142: 5465. 
8 Lee: Wintrobe’s Ciinicaf hematology, 10th ed., lippincott W~~~~arns & Wilkins, 1999 
y Waked M.D., Lawrence C You-T yroid: A Home Reference Ba~~a~tj~e Books, New York, 
1995 
I* Wood M.D,, Lawrence C Your Thyroid: A Home Reference Ba~~a~t~~e BoOks, New York, 
1995 
I1 Allan M.D., Walter Maternat thyroid deficiency and pregnancy c~rn~~i~at~o~s: implications 
for ~o~~~atio~ screening. 3 Med Screen 2000: 7: 127-130 
I2 Haddow 3E. Palomaki GE, Allan WC, et.al. paternal t~yrojd deficiency during pregnancy 
and sabsequent ~sy~~Q~~g~ca~ development in the child. NEJM 1999: 341: 549-55 

All ~nf~rrnat~~n on this site 0 2002, &lZ_E except where otherwise noted, 
&ACE Online-Cp_p_y_r_lg 
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New Study Shows Twice as Many A 
Suffer from Undiagnosed Thyr 

Prevalence Study Links Mildest Forms of 
Srn to Increases in Cholesterol; Exposes Need 
espread Thyroid Testing 

ENVER, Feb. 28 IPR Newswire/-- The largest study to date 
evaluating the prevalence of thyroid disease indicates ther 
be more than I3 million ~eri~ans who are unaware the 
thyroid condition even though the disease may be impacting their 
short- and long-term health, This is double the previo 
suspected number of undiagnosed cases in the United States, 
according to data published in today’s Archives of ~~~~r~~l 
~e~~~~~e. 

The study also found that even the slightest decrease in thyroid 
&ion may increase cholesterol levels, possibly increasing a 
ent’s risk for cardiovascular disease. This link between the 

early stages of underactive thyroid (“subcfinic 
hypo~y~oid~s~) and cholesterol levels provid 

atients may experience serious negative health 
consequences. 

As thyroid function declined, the study found, patients reported 
more symptoms. But, while there was a positive association 
between the proportion of symptoms reported and progressive 
thyroid failure, this dist~ct~o~ was not as clear as would have 
been expected. Tn addition, no one symptom was a clear indicator 
of thyroid failure. 

“The link between ah stages of hypothyroidism and 
cardiovascular health, and the vague correlation between 

toms and disease state, points to the need for more 
widespread thyroid stimulating hormone (TSH) testi and more 
aggressive treatment, especially for subclinical patie ,” said E. 
Chester Ridgway, MD, head of the Division of Endocrinology at 
the University of Colorado Health Sciences Center. 

Study Findings 

The study was conducted to determine: the prevalence of 
abnormal thyroid function; the relationship between thyroid 
function and lipid levels; and the connection between thyroid 
failure and the presence of symptoms. 

Prevalence 

y found that of the 25,8 62 partici ants, 11.7 percent h 
abnormal serum TSH Ievefs. Evaluatmg incidence according to 
over- and underactive thyroid cases, 2,450 patients or 9.5 percent 
had an underactive thyroid (hypotl~yroid~sm) and 570 or 22 
percent of the population had an overactive thyroid 
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risingly, the prevalence of othyroidism was higher than ’ 
expected,” Dr. Ridgway said. “Based on previous data, we 
suspected five to ten percent of the population had a failing 
thyroid gland. But these results here showed that hypothyroid 
prevalence was on the higher end -- closer to 10 percent.” 

Among patients not taking thyroid medication, 
hypothyroid and 1 .I percent were hype~hyroid. T 
9=9 percent of the population had a thyroid abnormality that had 
most likely gone unrecognized. en extrapolated to account for 
rational demographics, there may be 13 million Americans with 
an undiagnosed thyroid condition. 

atients wnh hypothyroidism was greater for 
women for each decade of age after age 34. 

Thyroid Disease & Cholesterol 

A higher proportion of clinically hypothyroid patients 
elevated total cholesterol levels as compared to those 
thyroid function. Wife it has een known for decades that overt 
hypothyroidism contributes to elevated cholesterol levels, this is 
the largest study to show that the cholesterol levels among 
patients with mildly decreased thyroid function were sign~~cantly 
higher than the cholesterol levels in euthyroid patients. 

Average total cholesterol levels for patients with overt 
roidism were 25 1 mg/dL and the average iota1 cholesterol 
r subclinical hypothyroid patients were 224 m 
ve 200 mg/dL, the marker used to indicate ele 
01 levels that warrant medical attention. Because the 

co~ect~on between hypothyroidism and c olesterol is so clear, 
the Kational Cholesterol Education Program and the U.S. Food 
and Drug Administration recommend thyroid testing In patients 
with high cholesterol levels. 

“‘This study was novel in that it drew a clearer connect 
between mild or earfy stages of thyroid failure and its effect on 
cholesterol levels,” Dr. Ridgway sa “It showed that as the 
thyroid gland fails and less thyroid rmone is produced, blood 
cholesterol levels rise. This has serious long-term consequences 
for the patient’s health p~ticular~y in the area of ~~diovas~ular 
disease.” 

tams ScaEes as Indicators to Thyroid Disease 

Overt hypothyroid ents reported a greater percentage of 
symptoms than did subcl~ni~al~y hypothyroid group. Both 
overt and subclinical patients reported more total 
euthyro~d individuals. But no one sy 
thyroid failure- While there was an i 
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thyroid disease as the number of reported symptoms increased, 
these symptoms are often vague and develop slowly so they go 
unnoticed. 

“Thyroid symptoms are so common and are often mistaken for 
signs of aging, menopause, depression or stress,” said Gay 
Canaris, MD, assistant professor of internal medicine, ~niversi~ 
of Nebraska Medical Center. “Since we can’t rely upon reported 
symptoms alone to detect disease, we as physicians should be 
conducting more thyroid testing.‘” 

Study Design 

This cross-sectional study evaluated the largest-ever patient 
tion. P~icip~ts were solicited from the annual statewide 
symposium in Colorado which provides testing for 

hypertension, colon cancer, glaucoma a n cancer, In 1995, 
sensitive tests of thyroid function were a to the panel of 

analyses, and a questionnaire for hypothyroid symptoms 
was included with the survey. demographics and thyroid function 
analyses for 25,862 patients, representing 111 sites, were 
quantized and reported in this study. 

hyroid Health Survey included a symptoms 
evaluated traditional thyroid symptoms and ask 

to further identify each symptom as “‘current” (present at the time 
of the survey) or “changed” (symptom that emerged within the 
past year). A symptom index was calculated in the f 

llewicz, et al. The survey also included question nal 
story, family history and demographics. 

Serum TSH concentrations were measured by third-generation 
imm~no~hemiluminescent assay. Normal range was a TSH level 
between 0.3 and 5.1 mIW’L, subclinical hypothyroidism was 
characterized by an elevated TSH level (greater than 5.1 mIU/L) 
and a normal T4, and overt hypothyroidism was evaluated as an 
elevated TSH level (greater than 10.0 mIUlL) and a decreased 
T4. 

The Critical Role of the Thyroid Gland 

The thyroid gland plays a vital role in overall body function 
during all stages of life. Although relatively small, it 
hormone that infhrenees every cell, tissue and organ in the body. 
The thyroid regulates the body’s metabolism -- the rate at which 
the body produces energy from nutrients -- and affects heart rate, 
energy and mood. If a person has normal thyroid function, they 
are considered to be euthyroid. 

en the thyroid gland is not working properly, it can become 
either underactive (resulting in hypothyridism~ or overactive 
(resulting in hype~hy~oidism~. Signs and symptoms of an 
underactive thyroid include fatigue, depression, forget~lness, 
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gain, and menstrual irregularities. 
s marked by irritability/nervousnes 

disturbances, unexplained weight loss, muscle weakne 
vision problems. If left untreated, thyroid disease may 
increased risk for heart disease, osteoporosis an 

Thyroid disease can strike anyone at any time, but is more 
common in women. One woman in eight will develop a thyroid 
disorder during her lifetime. Incidence also increase with age -- 
y age 60, more than 20 percent of American women will have a 

thyroid disorder. 9 

Thyroid disease can be diagnose through a simple blood test 
called a TSH (third generation thyroid stimulating hormone). 
Once diagnosed, hypothyroidism can be treated with a synthetic 
hormone replacement tablet (levothyroxine sodium t 
taken once-a-day. 
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